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DEPARTMENT OF ENERGY

10 CFR Part 835
[Docket No. HS—-RM-09-835]
RIN 1992-AA-45

Occupational Radiation Protection

AGENCY: Office of Health, Safety and
Security, Department of Energy.

ACTION: Final rule.

SUMMARY: The Department of Energy
(DOE) today amends the values in
appendix C to its Occupational
Radiation Protection requirements. The
derived air concentration values for air
immersion are calculated using several
parameters. One of these, exposure time,
is better represented by the hours in the
workday, rather than the hours in a
calendar day, and is therefore used in
the revised calculations.

DATES: This rule is effective May 13,
2011.

FOR FURTHER INFORMATION CONTACT: Dr.
Judith Foulke, U.S. Department of
Energy, Office of Worker Safety and
Health Policy, 1000 Independence
Avenue, SW., Washington, DC 20585;
(301) 903-5865, e-mail:
Judy.Foulke@hgq.doe.gov.

SUPPLEMENTARY INFORMATION:
I. Background

The requirements in title 10, Code of
Federal Regulations, part 835 (10 CFR
part 835), Occupational Radiation
Protection, are designed to protect the
health and safety of workers at
Department of Energy (DOE) facilities.
One situation that must be addressed is
the exposure of workers to radioactive
material dispersed in the air. Based on
calculations involving doses to the
organs of the body, levels of
contamination in the air that will not
cause the dose limits for workers to be
exceeded are established for specified

radionuclides. These values are given in
appendix C. DOE first published a final
rule on December 14, 1993, (58 FR
65485), amending 10 CFR part 835. In
the June 8, 2007, (72 FR 31903)
amendment to part 835, DOE revised the
values in appendix C to part 835,
Derived Air Concentration (DAC) for
Workers from External Exposure during
Immersion in a Cloud of Airborne
Radioactive Material. The calculations
done for the 2007 amendment were
based on a 24-hour day. However, to be
consistent with other occupational
exposure scenarios, such as those used
in developing the appendix A DACs, an
8-hour per day exposure scenario is
more reasonable.

DOE proposed amending the values in
appendix C to take account of the
8-hour per day exposure scenario on
January 25, 2011 (76 FR 4258). Today’s
final rule modifies 10 CFR part 835
appendix C values resulting from
calculations using an 8-hour day.

II. Discussion of Changes to 10 CFR 835

The values for air immersion derived
air concentrations in the present part
835 are based on a 24-hour day. Because
the work day is 8 hours long, it was
decided to base calculations of air
immersion derived concentrations on an
8-hour day for workers occupationally
exposed.

DOE received two comments from one
commenter. The commenter stated that
the derived conversion factors differed
by a factor of 20 billion to 70 billion.
DOE noted that values calculated in Bq/
m? and in uCi/L differ by a factor of 37
billion, but use of truncated numbers
explained the difference. The
commenter stated that the half-life of
Kr-77 was wrong. DOE agreed with the
correct value and replaced the incorrect
value.

A second commenter stated that the
change in calculation for exposure time
from calendar day hours to workday
hours will lessen the amount of
protection provided to employees. The
commenter incorrectly stated that the
effects of the radiation will continue
after the employees have gone home.
These radionuclides in appendix C are
inert gases and are not absorbed by the
body; they affect the worker only while
immersed in a cloud of airborne
radioactivity.

A third commenter agreed with DOE’s
approach.

III. Approval of the Office of the
Secretary

The Secretary of Energy has approved
publication of this final rule.

List of Subjects in 10 CFR Part 835

Federal buildings and facilities,
Nuclear energy, Nuclear materials,
Nuclear power plants and reactors,
Nuclear safety, Occupational safety and
health, Radiation protection, and
Reporting and recordkeeping
requirements.

Issued in Washington, DC, on March 28,
2011.

Glenn S. Podonsky,
Chief Health, Safety and Security Officer,
Office of Health, Safety and Security.

Accordingly, for the reasons set forth
in the preamble, part 835 of Chapter III
of Title 10 of the Code of Federal
Regulations is amended as set forth
below:

PART 835—OCCUPATIONAL
RADIATION PROTECTION

m 1. The authority citation for part 835
continues to read as follows:

Authority: 42 U.S.C. 2201, 7191; 50 U.S.C.
2410.

m 2. In appendix C to part 835, the table
at the end of paragraph c. is removed
and a new table is added to read as
follows:

Appendix C to Part 835—Derived Air
Concentration (DAC) for Workers From
External Exposure During Immersion in
a Cloud of Airborne Radioactive
Material

AIR IMMERSION DAC

Radio: | Haltlife | (uCi/mL) | (Ba/md)
Ar-37 ..o 35.02d .. | 3E+00 | 1E+11
Ar-39 ... 269 yr ..... | 1E-03 | 5E+07
Ar-a1 ... 1.827h .. | 3E-06 | 1E+05
Kr-74 ... 115 min | 3E-06 | 1E+05
Kr-76 ... 148 .... | 1E-05 | 3E+05
Kr-77 o 747 min | 4E-06 | 1E+05
Kr-79 ....... 35.04h .. | 1E-05 | 6E+05
Kr-81 ... 21E+05 | 7E-04 | 2E+07

yr.
Kr-83m ... 183 h ... | 7E02 | 2E+09
Kr-85 ...... 1072 yr .. | 7E-04 | 2E+07
Kr-85m ... | 448 h ... | 2E-05 | 1E+06
Kr-87 ....... 76.3min | 4E-06 | 1E+05
Kr-88 ... 284h ....| 1E-06 | 7E+04
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AIR IMMERSION DAC—Continued

Radio: | Haltlife | (uCi/mL) | (Ba/md)
Xe-120 ... | 40.0 min | 1E-05 | 4E+05
Xe-121 ... 401 min | 2E-06 | 8E+04
Xe-122 ... | 201 h ... |8E-05 | 3E+06
Xe-123 ... |214h ... | 6E-06 | 2E+05
Xe-125 ... | 168h ... | 1E-05 | 6E+05
Xe-127 ... | 36406 d | 1E-05 | 6E+05
Xe-120m .. | 8.89d ... | 2E-04 | 7E+06
Xe-131m .. | 11.84d ... | 5E-04 | 1E+07
Xe-133 ... | 5.245d ... | 1E-04 | 5E+06
Xe-133m .. | 2.19d ... | 1E-04 | 5E+06
Xe-135 ... | 9.11h ... | 1E-05 | 6E+05
Xe-135m .. | 15.36 min | 1E-05 3E+05
Xe-138 ... | 1413 min | 3E-06 | 1E+05
* * * * *

[FR Doc. 2011-8836 Filed 4-12-11; 8:45 am]|
BILLING CODE 6450-01-P

DEPARTMENT OF THE TREASURY

Office of Thrift Supervision

12 CFR Part 563e

Community Reinvestment
CFR Correction

In Title 12 of the Code of Federal
Regulations, Parts 500 to 599, revised as
of January 1, 2011, on page 278, in
§563e.12, the heading of paragraph (u)
and paragraph (u)(1) are corrected to
read as follows:

§563e.12 Definitions.

* * * * *

(u) Small savings association—(1)
Definition. Small savings association
means a savings association that, as of
December 31 of either of the prior two
calendar years, had assets of less than
$1.122 billion. Intermediate small
savings association means a small
savings association with assets of at
least $280 million as of December 31 of
both of the prior two calendar years and
less than $1.122 billion as of December
31 of either of the prior two calendar
years.

* * * * *
[FR Doc. 2011-8795 Filed 4-12-11; 8:45 am|
BILLING CODE 1505-01-D

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 27

[Docket No. SW026; Special Conditions No.
27-026-SC]

Special Conditions: Eurocopter France
Model AS350B Series, AS350D, and
EC130 Helicopters, Installation of a
Hoh Aeronautics, Inc. Autopilot/
Stabilization Augmentation System
(AP/SAS)

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final special conditions; request
for comments.

SUMMARY: These special conditions are
issued for the modification of the
Eurocopter France (Eurocopter) model
AS350B series, AS350D, and EC130
helicopters. These model helicopters
will have novel or unusual design
features when modified by installing the
Hoh Aeronautics, Inc. (Hoh) complex
autopilot/stabilization augmentation
system (AP/SAS) that has potential
failure conditions with more severe
adverse consequences than those
envisioned by the existing applicable
airworthiness regulations. These special
conditions contain the added safety
standards the Administrator considers
necessary to ensure the failures and
their effects are sufficiently analyzed
and contained.

DATES: The effective date of these
special conditions is March 31, 2011.
We must receive your comments by
June 13, 2011.

ADDRESSES: You may send your
comments by e-mail to:
john.vanhoudt@faa.gov; by mail to:
Federal Aviation Administration,
Rotorcraft Directorate, Attn: John
VanHoudt (ASW-111), Special
Conditions Docket No. SW026, 2601
Meacham Blvd., Fort Worth, Texas
76137; or by delivering your comments
to the Rotorcraft Directorate at the
indicated address. You must mark your
comments: Docket No. SW026. You can
inspect comments in the special
conditions docket on weekdays, except
Federal holidays, between 8:30 a.m. and
4 p.m., in the Rotorcraft Directorate.
FOR FURTHER INFORMATION CONTACT: John
VanHoudt, Aviation Safety Engineer,
FAA, Rotorcraft Directorate, Regulations
and Policy Group (ASW-111), 2601
Meacham Blvd., Fort Worth, Texas
76137; telephone (817) 222-5167;
facsimile (817) 222-5961; or e-mail to
john.vanhoudt@faa.gov.

SUPPLEMENTARY INFORMATION:

Reason for No Prior Notice and
Comment Before Adoption

The substance of these special
conditions has been subjected to the
notice and comment period previously
and has been derived without
substantive change from those
previously issued. It is unlikely that
prior public comment would result in a
significant change from the substance
contained herein. Further, a delay in the
effective date of these special conditions
would significantly delay issuance of
the design approval and thus delivery of
the helicopter, which is imminent.
Therefore, the FAA has determined that
prior public notice and comment are
unnecessary, impracticable, and
contrary to the public interest, and finds
good cause exists for adopting these
special conditions upon issuance. The
FAA is requesting comments to allow
interested persons to submit views that
may not have been submitted in
response to the prior opportunities for
comment.

Comments Invited

While we did not precede this with a
notice of proposed special conditions,
we invite interested people to take part
in this action by sending written
comments, data, or views. The most
helpful comments reference a specific
portion of the special conditions,
explain the reason for any
recommended change, and include
supporting data.

We will file in the special conditions
docket all comments we receive, as well
as a report summarizing each
substantive public contact with FAA
personnel about these special
conditions. You can inspect the docket
before and after the comment closing
date. If you wish to review the docket
in person, go to the address in the
ADDRESSES section of this document
between 8:30 a.m. and 4 p.m., Monday
through Friday, except Federal holidays.

We will consider all comments we
receive by the closing date for
comments. We will consider comments
filed late if it is possible to do so
without incurring expense or delay. We
may change these special conditions
based on the comments we receive.

If you want us to let you know we
received your mailed comments on
these special conditions, send us a pre-
addressed, stamped postcard on which
the docket number appears. We will
stamp the date on the postcard and mail
it back to you.

Background

On February 5, 2010, Hoh submitted
an application to the FAA’s Los Angeles
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Aircraft Certification Office (LA ACO)
for a supplemental type certificate (STC)
to install an AP/SAS on the Eurocopter
model AS350B, AS350BA, AS350B1,
AS350B2, AS350B3 (AS350B series),
AS350D, and EC130 helicopters. The
Eurocopter model AS350B series,
AS350D, and EC130 helicopters are 14
CFR part 27 Normal category, single
turbine engine, conventional helicopters
designed for civil operation. These
helicopter models are capable of
carrying up to six passengers with one
pilot, and have a maximum gross weight
of approximately 5,290 pounds,
depending on the model configuration.
The major design features include a 3-
blade, fully articulated main rotor, an
anti-torque tail rotor system, a skid
landing gear, and a visual flight rule
(VFR) basic avionics configuration. Hoh
proposes to modify these model
helicopters by installing a two-axis
AP/SAS.

Type Certification Basis

Under 14 CFR 21.115, Hoh must show
that the Eurocopter model AS350B
series, AS350D, and EC130 helicopters,
as modified by the installed AP/SAS,
continue to meet the 14 CFR 21.101
standards. The baseline of the
certification basis for the unmodified
Eurocopter model AS350B series,
AS350D, and EC130 helicopters is listed
in Type Certificate Number H9EU.
Additionally, compliance must be
shown to any applicable equivalent
level of safety findings, exemptions, and
special conditions, prescribed by the
Administrator as part of the certification
basis.

If the Administrator finds the
applicable airworthiness regulations
(that is, 14 CFR part 27), as they pertain
to this STC, do not contain adequate or
appropriate safety standards for the
Eurocopter model AS350B series,
AS350D, and EC130 helicopters because
of a novel or unusual design feature,
special conditions are prescribed under
§21.101(d).

In addition to the applicable
airworthiness regulations and special
conditions, Hoh must show compliance
of the AP/SAS STC-altered Eurocopter
model AS350B series, AS350D, and
EC130 helicopters with the noise
certification requirements of 14 CFR
part 36.

The FAA issues special conditions, as
defined in §11.19, under §11.38 and
they become part of the type
certification basis under §21.101.

Novel or Unusual Design Features

The Hoh AP/SAS incorporates novel
or unusual design features, for
installation in a Eurocopter model

AS350B series, AS350D, and EC130
helicopter, Type Certificate Number
H9EU. This AP/SAS performs non-
critical control functions, since this
model helicopter has been certificated
to meet the applicable requirements
independent of this system. However,
the possible failure conditions for this
system, and their effect on the
continued safe flight and landing of the
helicopters, are more severe than those
envisioned by the present rules.

Discussion

The effect on safety is not adequately
covered under § 27.1309 for the
application of new technology and new
application of standard technology.
Specifically, the present provisions of
§27.1309(c) do not adequately address
the safety requirements for systems
whose failures could result in
catastrophic or hazardous/severe-major
failure conditions, or for complex
systems whose failures could result in
major failure conditions.

To comply with the provisions of the
special conditions, we require that Hoh
provide the FAA with a systems safety
assessment (SSA) for the final AP/SAS
installation configuration that will
adequately address the safety objectives
established by a functional hazard
assessment (FHA) and a preliminary
system safety assessment (PSSA),
including the fault tree analysis (FTA).
This will ensure that all failure
conditions and their resulting effects are
adequately addressed for the installed
AP/SAS. The SSA process, FHA, PSSA,
and FTA are all parts of the overall
safety assessment (SA) process
discussed in FAA Advisory Circular
(AC) 27—-1B (Certification of Normal
Category Rotorcraft) and Society of
Automotive Engineers (SAE) document
Aerospace Recommended Practice
(ARP) 4761 (Guidelines and Methods for
Conducting the Safety Assessment
Process on civil airborne Systems and
Equipment).

These special conditions require that
the AP/SAS installed on a Eurocopter
model AS350B series, AS350D, or
EC130 helicopter meet the requirements
to adequately address the failure effects
identified by the FHA, and subsequently
verified by the SSA, within the defined
design integrity requirements.

Applicability

These special conditions are
applicable to the Hoh AP/SAS installed
as an STC approval, in Eurocopter
model AS350B, AS350BA, AS350B1,
AS350B2, AS350B3, AS350D, and
EC130 helicopters, Type Certificate
Number H9EU.

Conclusion

This action affects only certain novel
or unusual design features for a Hoh
AP/SAS STC installed on the specified
model series of helicopters. It is not a
rule of general applicability and affects
only the applicant who applied to the
FAA for approval of these features on
the model helicopters listed in the
“Applicability” section.

List of Subjects in 14 CFR Part 27

Aircraft, Aviation safety.

The authority citation for these
special conditions is as follows:

Authority: 42 U.S.C. 7572, 49 U.S.C.
106(g), 40105, 40113, 4470144702, 44704,
44709, 44711, 44713, 44715, 45303.

The Special Conditions

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the following special
conditions are issued as part of the Hoh
Aeronautics, Inc. (Hoh) supplemental
type certificate basis for the installation
of an autopilot/stabilization
augmentation system (AP/SAS) on the
Eurocopter model AS350B, AS350BA,
AS350B1, AS350B2, AS350B3 (AS350B
series), AS350D, and EC130 helicopters,
Type Certificate Number H9EU.

The AP/SAS must be designed and
installed so that the failure conditions
identified in the functional hazard
assessment (FHA) and verified by the
system safety assessment (SSA), after
design completion, are adequately
addressed in accordance with the
“failure condition categories” and
“requirements” sections (including the
system design integrity, system design
environmental, and test and analysis
requirements) of these special
conditions.

L Failure Condition Categories

Failure conditions are classified,
according to the severity of their effects
on the rotorcraft, into one of the
following categories:

1. No Effect—Failure conditions that
would have no effect on safety; for
example, failure conditions that would
not affect the operational capability of
the rotorcraft or increase crew workload;
however, could result in an
inconvenience to the occupants,
excluding the flight crew.

2. Minor—Failure conditions which
would not significantly reduce rotorcraft
safety, and which would involve crew
actions that are well within their
capabilities. Minor failure conditions
would include, for example, a slight
reduction in safety margins or
functional capabilities, a slight increase
in crew workload, such as, routine flight
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plan changes, or result in some physical
discomfort to occupants.

3. Major—Failure conditions which
would reduce the capability of the
rotorcraft or the ability of the crew to
cope with adverse operating conditions
to the extent that there would be, for
example, a significant reduction in
safety margins or functional capabilities,
a significant increase in crew workload
or result in impairing crew efficiency,
physical distress to occupants,
including injuries, or physical
discomfort to the flight crew.

4. Hazardous/Severe-Major—Failure
conditions which would reduce the
capability of the rotorcraft or the ability
of the crew to cope with adverse
operating conditions to the extent that
there would be:

e A large reduction in safety margins
or functional capabilities;

e Physical distress or excessive
workload that would impair the flight
crew’s ability to the extent that they
could not be relied on to perform their
tasks accurately or completely; or

¢ Possible serious or fatal injury to a
passenger or a cabin crewmember,
excluding the flight crew.

Note 1: “Hazardous/severe-major” failure
conditions can include events that are
manageable by the crew by the use of proper
procedures, which, if not implemented
correctly or in a timely manner, may result
in a catastrophic event.

5. Catastrophic—Failure conditions
which would result in multiple fatalities
to occupants, fatalities or incapacitation
to the flight crew, or result in loss of the
rotorcraft.

The present §§27.1309 (b) and (c)
regulations do not adequately address
the safety requirements for systems
whose failures could result in
“catastrophic” or “hazardous/severe-
major” failure conditions, or for
complex systems whose failures could
result in “major” failure conditions. The
current regulations are inadequate
because when §§27.1309(b) and (c)
were promulgated, it was not
envisioned that this type of rotorcraft
would use systems that are complex or
whose failure could result in
“catastrophic” or “hazardous/severe-
major” effects on the rotorcraft. This is
particularly true with the application of
new technology, new application of
standard technology, or other
applications not envisioned by the rule
that affect safety.

Hoh must provide the FAA with a
SSA for the final AP/SAS installation
configuration that will adequately
address the safety objectives established
by the FHA and the preliminary system
safety assessment (PSSA), including the

fault tree analysis (FTA). This will show
that all failure conditions and their
resulting effects are adequately
addressed for the installed AP/SAS.

Note 2: The SSA process, FHA, PSSA, and
FTA are all parts of the overall safety
assessment (SA) process discussed in FAA
Adpvisory Circular (AC) 27—-1B (Certification
of Normal Category Rotorcraft) and Society of
Automotive Engineers (SAE) document
Aerospace Recommended Practice (ARP)
4761 (Guidelines and Methods for
Conducting the Safety Assessment Process on
civil airborne Systems and Equipment).

II. Requirements

Hoh must comply with the existing
requirements of § 27.1309 for all
applicable design and operational
aspects of the AP/SAS with the failure
condition categories of “no effect,” and
“minor,” and for non-complex systems
whose failure condition category is
classified as “major.” Hoh must comply
with the requirements of these special
conditions for all applicable design and
operational aspects of the AP/SAS with
the failure condition categories of
“catastrophic” and “hazardous severe/
major,” and for complex systems whose
failure condition category is classified
as “major.” A complex system is a
system whose operations, failure
conditions, or failure effects are difficult
to comprehend without the aid of
analytical methods (for example, FTA,
Failure Modes and Effect Analysis,
FHA).

System Design Integrity Requirements

Each of the failure condition
categories defined in these special
conditions relate to the corresponding
aircraft system integrity requirements.
The system design integrity
requirements, for the Hoh AP/SAS, as
they relate to the allowed probability of
occurrence for each failure condition
category, and the proposed software
design assurance level, are as follows:

e “Major”"—For systems with “major”
failure conditions, failures resulting in
these major effects must be shown to be
remote, a probability of occurrence on
the order of between 1 x 1075 to 1 X
10~ 7 failures/hour, and associated
software must be developed to the
RTCA/DO-178B (Software
Considerations in Airborne Systems
And Equipment Certification) Level C
software design assurance level.

e “Hazardous/Severe-Major”—For
systems with “hazardous/severe-major”
failure conditions, failures resulting in
these hazardous/severe-major effects
must be shown to be extremely remote,
a probability of occurrence on the order
of between 1 x10~-7to 1 x 10~9
failures/hour, and associated software

must be developed to the RTCA/DO-
178B (Software Considerations in
Airborne Systems And Equipment
Certification) Level B software
assurance level.

e “Catastrophic”—For systems with
“catastrophic” failure conditions,
failures resulting in these catastrophic
effects must be shown to be extremely
improbable, a probability of occurrence
on the order of 1 x 109 failures/hour
or less, and associated software must be
developed to the RTCA/DO-178B
(Software Considerations in Airborne
Systems And Equipment Certification)
Level A design assurance level.

System Design Environmental
Requirements

The AP/SAS system equipment must
be qualified to the appropriate
environmental level per RTCA
document DO-160F (Environmental
Conditions and Test Procedures for
Airborne Equipment), for all relevant
aspects. This is to show that the AP/
SAS system performs its intended
function under any foreseeable
operating condition, which includes the
expected environment in which the AP/
SAS is intended to operate. Some of the
main considerations for environmental
concerns are installation locations and
the resulting exposure to environmental
conditions for the AP/SAS system
equipment, including considerations for
other equipment that may be affected
environmentally by the AP/SAS
equipment installation. The level of
environmental qualification must be
related to the severity of the considered
failure conditions and effects on the
rotorcraft.

Test and Analysis Requirements

Compliance with the requirements of
these special conditions may be shown
by a variety of methods, which typically
consist of analysis, flight tests, ground
tests, and simulation, as a minimum.
Compliance methodology is related to
the associated failure condition
category. If the AP/SAS is a complex
system, compliance with the
requirements for failure conditions
classified as “major” may be shown by
analysis, in combination with
appropriate testing to validate the
analysis. Compliance with the
requirements for failure conditions
classified as “hazardous/severe-major”
may be shown by flight-testing in
combination with analysis and
simulation, and the appropriate testing
to validate the analysis. Flight tests may
be limited for “hazardous/severe-major”
failure conditions and effects due to
safety considerations. Compliance with
the requirements for failure conditions
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classified as “catastrophic” may be
shown by analysis, and appropriate
testing in combination with simulation
to validate the analysis. Very limited
flight tests in combination with
simulation are used as a part of a
showing of compliance for
“catastrophic” failure conditions. Flight
tests are performed only in
circumstances that use operational
variations, or extrapolations from other
flight performance aspects to address
flight safety.

These special conditions require that
the Hoh AP/SAS system installed on a
Eurocopter model AS350B, AS350BA,
AS350B1, AS350B2, AS350B3, AS350D,
and EC130 helicopter, Type Certificate
Number H9EU, meet these requirements
to adequately address the failure effects
identified by the FHA, and subsequently
verified by the SSA, within the defined
design system integrity requirements.

Issued in Fort Worth, Texas, on March 31,
2011.

Scott A. Horn,

Acting Manager, Rotorcraft Directorate,
Aircraft Certification Service.

[FR Doc. 2011-8294 Filed 4-12-11; 8:45 am]|
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-0262; Directorate
Identifier 2010-NM—-215-AD; Amendment
39-16649; AD 2011-07-12]

RIN 2120-AA64

Airworthiness Directives; Fokker
Services B.V. Model F.27 Mark 050
Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule; request for
comments.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

* * * [Tlhe Federal Aviation
Administration (FAA) has published Special
Federal Aviation Regulation (SFAR) 88, and
the Joint Aviation Authorities (JAA) has
published Interim Policy INT/POL/25/12.
The review conducted by Fokker Services on

the Fokker 50 and Fokker 60 type design, in
response to these regulations, revealed that
the clearance between parts of the main
landing gear (MLG) and the fuel pipes may
be insufficient.

This condition, if not detected and
corrected, could lead to chafing, possibly
resulting in fuel leakage and, in combination
with other factors, a fuel fire.

This AD requires actions that are
intended to address the unsafe
condition described in the MCALI

DATES: This AD becomes effective April
28, 2011.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in the AD
as of April 28, 2011.

We must receive comments on this
AD by May 31, 2011.

ADDRESSES: You may send comments by
any of the following methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov. Follow the
instructions for submitting comments.

e Fax:202—-493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue, SE.,
Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-40, 1200 New Jersey Avenue, SE.,
Washington, DC, between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains this AD, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (phone:
800-647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

FOR FURTHER INFORMATION CONTACT: Tom
Rodriguez, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; phone: 425—
227-1137; fax: 425-227-1149.
SUPPLEMENTARY INFORMATION:

Discussion

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European
Community, has issued EASA
Airworthiness Directive 2010-0197,
dated October 1, 2010 (referred to after

this as “the MCATI”), to correct an unsafe
condition for the specified products.
The MCAI states:

* * * [Tlhe Federal Aviation
Administration (FAA) has published Special
Federal Aviation Regulation (SFAR) 88, and
the Joint Aviation Authorities (JAA) has
published Interim Policy INT/POL/25/12.
The review conducted by Fokker Services on
the Fokker 50 and Fokker 60 type design, in
response to these regulations, revealed that
the clearance between parts of the main
landing gear (MLG) and the fuel pipes may
be insufficient.

This condition, if not detected and
corrected, could lead to chafing, possibly
resulting in fuel leakage and, in combination
with other factors, a fuel fire.

EASA issued AD 2010-0182 to require
actions to ensure that a minimum clearance
is maintained between the parts of the MLG
and the fuel pipes in both nacelles.

Since that AD was issued, it was
discovered that aeroplane serial numbers
20133 through 20142 were erroneously
omitted in the original Fokker Service
Bulletins (SB) and consequently the AD did
not apply to those aeroplanes. The two SB’s
(some typographical errors in part numbers
were also found) have now been revised to
correct this omission.

For the reasons described above, this new
AD retains the requirements of AD 2010-
0182, which is superseded, and expands the
Applicability to add the 10 missing serial
numbers.

The required actions include an
inspection to determine fuel pipe part
numbers, a general visual inspection to
determine the clearance between certain
fuel pipes and parts of the main landing
gear, and replacement of certain pipes
with insufficient main landing gear
clearance. The required actions also
include revising the maintenance
program to incorporate a fuel limitation
and a critical design configuration
control limitation (CDCCL). You may
obtain further information by examining
the MCAI in the AD docket.

The FAA has examined the
underlying safety issues involved in fuel
tank explosions on several large
transport airplanes, including the
adequacy of existing regulations, the
service history of airplanes subject to
those regulations, and existing
maintenance practices for fuel tank
systems. As a result of those findings,
we issued a regulation titled “Transport
Airplane Fuel Tank System Design
Review, Flammability Reduction and
Maintenance and Inspection
Requirements” (66 FR 23086, May 7,
2001). In addition to new airworthiness
standards for transport airplanes and
new maintenance requirements, this
rule included Special Federal Aviation
Regulation No. 88 (“SFAR 88,”
Amendment 21-78, and subsequent
Amendments 21-82 and 21-83).
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Among other actions, SFAR 88
requires certain type design (i.e., type
certificate (TC) and supplemental type
certificate (STC)) holders to substantiate
that their fuel tank systems can prevent
ignition sources in the fuel tanks. This
requirement applies to type design
holders for large turbine-powered
transport airplanes and for subsequent
modifications to those airplanes. It
requires them to perform design reviews
and to develop design changes and
maintenance procedures if their designs
do not meet the new fuel tank safety
standards. As explained in the preamble
to the rule, we intended to adopt
airworthiness directives to mandate any
changes found necessary to address
unsafe conditions identified as a result
of these reviews.

In evaluating these design reviews, we
have established four criteria intended
to define the unsafe conditions
associated with fuel tank systems that
require corrective actions. The
percentage of operating time during
which fuel tanks are exposed to
flammable conditions is one of these
criteria. The other three criteria address
the failure types under evaluation:
single failures, single failures in
combination with a latent condition(s),
and in-service failure experience. For all
four criteria, the evaluations included
consideration of previous actions taken
that may mitigate the need for further
action.

The Joint Aviation Authorities (JAA)
has issued a regulation that is similar to
SFAR 88. (The JAA is an associated
body of the European Civil Aviation
Conference (ECAC) representing the
civil aviation regulatory authorities of a
number of European States who have
agreed to co-operate in developing and
implementing common safety regulatory
standards and procedures.) Under this
regulation, the JAA stated that all
members of the ECAC that hold type
certificates for transport category
airplanes are required to conduct a
design review against explosion risks.

We have determined that the actions
identified in this AD are necessary to
reduce the potential of ignition sources
inside fuel tanks, which, in combination
with flammable fuel vapors, could result
in fuel tank explosions and consequent
loss of the airplane.

Relevant Service Information

Fokker Services B.V. has issued
Service Bulletin SBF50-28-028,
Revision 1, dated September 15, 2010;
and Service Bulletin SBF50-28-031,
Revision 1, dated September 15, 2010.
The actions described in this service
information are intended to correct the

unsafe condition identified in the
MCAL

FAA’s Determination and Requirements
of This AD

This product has been approved by
the aviation authority of another
country, and is approved for operation
in the United States. Pursuant to our
bilateral agreement with the State of
Design Authority, we have been notified
of the unsafe condition described in the
MCALI and service information
referenced above. We are issuing this
AD because we evaluated all pertinent
information and determined the unsafe
condition exists and is likely to exist or
develop on other products of the same
type design.

There are no products of this type
currently registered in the United States.
However, this rule is necessary to
ensure that the described unsafe
condition is addressed if any of these
products are placed on the U.S. Register
in the future.

Differences Between the AD and the
MCAI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow FAA policies.
Any such differences are highlighted in
a NOTE within the AD.

FAA’s Determination of the Effective
Date

Since there are currently no domestic
operators of this product, notice and
opportunity for public comment before
issuing this AD are unnecessary.

Comments Invited

This AD is a final rule that involves
requirements affecting flight safety, and
we did not precede it by notice and
opportunity for public comment. We
invite you to send any written relevant
data, views, or arguments about this AD.
Send your comments to an address
listed under the ADDRESSES section.
Include “Docket No. FAA-2011-0262;
Directorate Identifier 2010-NM—-215—
AD” at the beginning of your comments.
We specifically invite comments on the
overall regulatory, economic,
environmental, and energy aspects of
this AD. We will consider all comments

received by the closing date and may
amend this AD because of those
comments.

We will post all comments we
receive, without change, to http://
www.regulations.gov, including any
personal information you provide. We
will also post a report summarizing each
substantive verbal contact we receive
about this AD.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in “Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify this AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
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the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.
§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new AD:

2011-07-12 Fokker Services B.V.:
Amendment 39-16649. Docket No.
FAA-2011-0262; Directorate Identifier
2010-NM-215-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective April 28, 2011.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Fokker Services B.V.
Model F.27 Mark 050 airplanes; certificated
in any category; serial numbers 20133

through 20335 inclusive; except those with
inboard fuel tanks installed.

Note 1: This AD requires revisions to
certain operator maintenance documents to
include new actions (e.g., inspections) and/
or critical design configuration control
limitations (CDCCLs). Compliance with these
actions and/or CDCCLs is required by 14 CFR
91.403(c). For airplanes that have been
previously modified, altered, or repaired in
the areas addressed by this AD, the operator
may not be able to accomplish the actions
described in the revisions. In this situation,
to comply with 14 CFR 91.403(c), the
operator must request approval of an
alternative method of compliance (AMOC)
according to paragraph (n) of this AD. The
request should include a description of
changes to the required actions that will
ensure the continued operational safety of
the airplane.

Subject

(d) Air Transport Association (ATA) of
America Code 28: Fuel.

Reason

(e) The mandatory continued airworthiness
information (MCALI) states:

* * * [Tlhe Federal Aviation
Administration (FAA) has published Special
Federal Aviation Regulation (SFAR) 88, and
the Joint Aviation Authorities (JAA) has
published Interim Policy INT/POL/25/12.
The review conducted by Fokker Services on
the Fokker 50 and Fokker 60 type design, in
response to these regulations, revealed that
the clearance between parts of the main
landing gear (MLG) and the fuel pipes may
be insufficient.

This condition, if not detected and
corrected, could lead to chafing, possibly
resulting in fuel leakage and, in combination
with other factors, a fuel fire.

Compliance

(f) You are responsible for having the
actions required by this AD performed within
the compliance times specified, unless the
actions have already been done.

Inspection

(g) Within 6 months after the effective date
of this AD: Inspect the part numbers of each
fuel pipe (two in each nacelle), in accordance
with Part 1 of the Accomplishment
Instructions of Fokker Service Bulletin
SBF50-28-028, Revision 1, dated September
15, 2010.

(h) If, as a result of the inspection required
by paragraph (g) of this AD, fuel pipe part
numbers other than those specified in Part 1
of the Accomplishment Instructions of
Fokker Service Bulletin SBF50-28-028,
Revision 1, dated September 15, 2010, are
found to be installed: Before further flight, do
a general visual inspection to determine the
clearance between the fuel pipes and the
parts of the main landing gear, and for
chafing marks, in accordance with Part 2 of
the Accomplishment Instructions of Fokker
Service Bulletin SBF50-28-028, Revision 1,
dated September 15, 2010.

Fuel Pipe Replacement

(i) If, during the inspection required by
paragraph (h) of this AD, the measured
clearance is less than or equal to 3.0 mm and
greater than 1.5 mm for one or more fuel
pipes, and no chafing marks are found:
Within 24 months after the effective date of
this AD, install new fuel pipes in both engine
nacelles, in accordance with the
Accomplishment Instructions of Fokker
Service Bulletin SBF50-28-031, Revision 1,
dated September 15, 2010.

(j) If, during the inspection required by
paragraph (h) of this AD, the measured
clearance is less than or equal to 1.5 mm for
one or more fuel pipes, or chafing marks are
found on one or more fuel pipes: Before
further flight, install new fuel pipes in both
engine nacelles, in accordance with the
Accomplishment Instructions of Fokker’s
Service Bulletin SBF50-28-031, Revision 1,
dated September 15, 2010.

Maintenance Program Revision To Add Fuel
Airworthiness Limitation

(k) Within 6 months after the effective date
of this AD, revise the airplane maintenance
program by incorporating the limitations
specified in paragraphs (k)(1) and (k)(2) of
this AD.

(1) The CDCCL specified in paragraph
1.L.(1)(c) of Fokker Service Bulletin SBF50—
28-031, Revision 1, dated September 15,
2010.

(2) The fuel airworthiness limitation
specified in paragraph 1.L.(1)(c) of Fokker
Service Bulletin SBF50-28-028, Revision 1,
dated September 15, 2010. The initial
compliance time for doing the inspection is
within 4,800 flight hours after doing the
inspection required by paragraph (h) of this
AD.

No Alternative Actions, Intervals, and/or
CDCCLs

(1) After accomplishing the revision
required by paragraph (k) of this AD, no

alternative actions (e.g., inspection, interval)
and/or CDCCLs may be used unless the
actions, intervals, and/or CDCCLs are
approved as an AMOC in accordance with
the procedures specified in paragraph (n) of
this AD.

Credit for Actions Accomplished in
Accordance With Previous Service
Information

(m) Actions accomplished prior to the
effective date of this AD, in accordance with
Fokker Service Bulletin SBF50-28-028,
dated May 20, 2010; or Service Bulletin
SBF50-28-031, dated May 20, 2010; as
applicable; are acceptable to comply with the
corresponding requirements of this AD.

FAA AD Differences

Note 2: This AD differs from the MCAI
and/or service information as follows:

Although EASA Airworthiness Directive
2010-0197, dated October 1, 2010, specifies
both revising the maintenance program to
include airworthiness limitations, and doing
certain repetitive actions (e.g., inspections)
and/or maintaining CDCCLs, this AD only
requires the revision. Requiring a revision of
the maintenance program, rather than
requiring individual repetitive actions and/or
maintaining CDCCLs, requires operators to
record AD compliance only at the time the
revision is made. Repetitive actions and/or
maintaining CDCCLs specified in the
airworthiness limitations must be complied
with in accordance with 14 CFR 91.403(c).

Other FAA AD Provisions

(n) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCGs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, has the authority to
approve AMOCs for this AD, if requested
using the procedures found in 14 CFR 39.19.
Send information to ATTN: Tom Rodriguez,
Aerospace Engineer, International Branch,
ANM-116, Transport Airplane Directorate,
FAA 1601 Lind Avenue, SW., Renton,
Washington 98057—3356; phone: 425-227—
1137; fax: 425-227-1149. Information may be
e-mailed to: 9-ANM-116-AMOC-
REQUESTS@faa.gov. Before using any
approved AMOC, notify your appropriate
principal inspector, or lacking a principal
inspector, the manager of the local flight
standards district office/certificate holding
district office.

(2) Airworthy Product: For any
requirement in this AD to obtain corrective
actions from a manufacturer or other source,
use these actions if they are FAA-approved.
Corrective actions are considered FAA-
approved if they are approved by the State
of Design Authority (or their delegated
agent). You are required to assure the product
is airworthy before it is returned to service.

Related Information

(o) Refer to MCAI European Aviation
Safety Agency (EASA) Airworthiness
Directive 2010-0197, dated October 01, 2010;
Fokker Service Bulletin SBF50-28-028,
Revision 1, dated September 15, 2010; and
Fokker Service Bulletin SBF50-28-031,
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Revision 1, dated September 15, 2010; for
related information.

Material Incorporated by Reference

(p) You must use Fokker Service Bulletin
SBF50-28-028, Revision 1, dated September
15, 2010; and Fokker Service Bulletin
SBF50-28-031, Revision 1, dated September
15, 2010; as applicable; to do the actions
required by this AD, unless the AD specifies
otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Fokker Services B.V.,
Technical Services Dept., P.O. Box 231, 2150
AE Nieuw-Vennep, the Netherlands; phone:
+31 (0)252—-627-350; fax: +31 (0)252—-627—
211; e-mail:
technicalservices.fokkerservices@stork.com;
Internet: http://www.myfokkerfleet.com.

(3) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
425-227-1221.

(4) You may also review copies of the
service information that is incorporated by
reference at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or go
to: http://www.archives.gov/federal _register/
code_of federal regulations/
ibr_locations.html.

Issued in Renton, Washington, on March
22, 2011.
Kalene C. Yanamura,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 2011-7743 Filed 4-12—11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-0263; Directorate
Identifier 2010-NM-105-AD; Amendment
39-16653; AD 2011-08-03]

RIN 2120-AA64

Airworthiness Directives; Airbus Model
A340-541 and -642 Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule; request for
comments.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of

another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

An operator has reported cracks on the aft
hinge FWD [forward] fittings of the NLG
[nose landing gear] aft doors (Right Hand
(RH) side or Left Hand (LH) side). The cracks
extended by approximately 15 millimetres
from the upper hole to the edge of the
fittings.

* * * Cracks on the NLG aft door fittings,
if not corrected, could lead to the loss in
flight of the door, possibly resulting in injury
to persons on the ground or aeroplane
damages.

* * * * *

This AD requires actions that are
intended to address the unsafe
condition described in the MCAL
DATES: This AD becomes effective April
28, 2011.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in the AD
as of April 28, 2011.

We must receive comments on this
AD by May 31, 2011.

ADDRESSES: You may send comments by
any of the following methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov. Follow the
instructions for submitting comments.

o Fax:(202) 493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue, SE.,
Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-40, 1200 New Jersey Avenue, SE.,
Washington, DC, between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains this AD, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (phone:
800—647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

FOR FURTHER INFORMATION CONTACT:
Vladimir Ulyanov, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone:
425-227-1138; fax: 425—-227-1149.

SUPPLEMENTARY INFORMATION:

Discussion

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European
Community, has issued EASA
Airworthiness Directive 2010-0028,
dated February 23, 2010 (referred to
after this as “the MCAI”), to correct an
unsafe condition for the specified
products. The MCAI states:

An operator has reported cracks on the aft
hinge FWD [forward] fittings of the NLG
[nose landing gear] aft doors (Right Hand
(RH) side or Left Hand (LH) side). The crack
extended by approximately 15 millimetres
from the upper hole to the edge of the
fittings.

Investigation has revealed that these cracks
have initiated due to fatigue loads and
propagated under bending load. Cracks on
the NLG aft door fittings, if not corrected,
could lead to the loss in flight of the door,
possibly resulting in injury to persons on the
ground or aeroplane damages.

Consequently, in order to maintain the
structural integrity of the NLG aft door aft
hinge attachment fittings, this AD requires
repetitive [detailed] inspections [for cracking]
of the area and fittings replacement in case
of finding [including repetitive high
frequency eddy current inspections or
fluorescent penetrant inspections for
cracking of the area for certain findings until
the replacement is done].

Required actions also include, for
airplanes on which the forward fitting of
the NLG aft door aft hinge is replaced,
repetitive detailed inspections for
cracking of the replaced fitting; and if
any cracking is found, replacement of
both forward and aft fittings by new
fittings on the aft hinge of the affected
NLG aft door. You may obtain further
information by examining the MCAI in
the AD docket.

Relevant Service Information

Airbus has issued Mandatory Service
Bulletin A340-52-5016, including
Appendices 01 and 02, Revision 02,
dated August 25, 2010. The actions
described in this service information are
intended to correct the unsafe condition
identified in the MCAL

FAA’s Determination and Requirements
of This AD

This product has been approved by
the aviation authority of another
country, and is approved for operation
in the United States. Pursuant to our
bilateral agreement with the State of
Design Authority, we have been notified
of the unsafe condition described in the
MCALI and service information
referenced above. We are issuing this
AD because we evaluated all pertinent
information and determined the unsafe
condition exists and is likely to exist or
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develop on other products of the same
type design.

There are no products of this type
currently registered in the United States.
However, this rule is necessary to
ensure that the described unsafe
condition is addressed if any of these
products are placed on the U.S. Register
in the future.

Differences Between the AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow FAA policies.
Any such differences are highlighted in
a NOTE within the AD.

FAA’s Determination of the Effective
Date

Since there are currently no domestic
operators of this product, notice and
opportunity for public comment before
issuing this AD are unnecessary.

Comments Invited

This AD is a final rule that involves
requirements affecting flight safety, and
we did not precede it by notice and
opportunity for public comment. We
invite you to send any written relevant
data, views, or arguments about this AD.
Send your comments to an address
listed under the ADDRESSES section.
Include “Docket No. FAA-2011-0263;
Directorate Identifier 2010-NM-105—
AD” at the beginning of your comments.
We specifically invite comments on the
overall regulatory, economic,
environmental, and energy aspects of
this AD. We will consider all comments
received by the closing date and may
amend this AD because of those
comments.

We will post all comments we
receive, without change, to http://
www.regulations.gov, including any
personal information you provide. We
will also post a report summarizing each
substantive verbal contact we receive
about this AD.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:

Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in “Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify that this AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]
m 2. The FAA amends § 39.13 by adding
the following new AD:

2011-08-03 Airbus: Amendment 39-16653.
Docket No. FAA-2011-0263; Directorate
Identifier 2010-NM-105-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective April 28, 2011.

Affected ADs
(b) None.
Applicability
(c) This AD applies to Airbus Model A340—

541 and —642 airplanes; certificated in any
category; all serial numbers.

Subject

(d) Air Transport Association (ATA) of
America Code 52: Doors.

Reason

(e) The mandatory continued airworthiness
information (MCALI) states:

An operator has reported cracks on the aft
hinge FWD [forward] fittings of the NLG
[nose landing gear] aft doors (Right Hand
(RH) side or Left Hand (LH) side). The cracks
extended by approximately 15 millimetres
from the upper hole to the edge of the
fittings.

* * *Cracks on the NLG aft door fittings,
if not corrected, could lead to the loss in
flight of the door, possibly resulting in injury
to persons on the ground or aeroplane
damages.

* * * * *

Compliance

(f) You are responsible for having the
actions required by this AD performed within
the compliance times specified, unless the
actions have already been done.

Inspection

(g) At the applicable time specified in
paragraph (g)(1), (g)(2), or (g)(3) of this AD:
Perform a detailed inspection of the aft hinge
forward attachment fittings of the right and
left NLG aft doors, in accordance with the
Accomplishment Instructions of Airbus
Mandatory Service Bulletin A340-52-5016,
Revision 02, dated August 25, 2010.

(1) For airplanes having accumulated less
than 1,000 total flight cycles as of the
effective date of this AD: Prior to the
accumulation of 1,000 total flight cycles or
within 100 flight cycles after the effective
date of this AD, whichever occurs later.

(2) For airplanes having accumulated 1,000
or more total flight cycles, but less than 2,500
total flight cycles as of the effective date of
this AD: Within 100 flight cycles after the
effective date of this AD.

(3) For airplanes having accumulated 2,500
or more total flight cycles as of the effective
date of this AD: Within 50 flight cycles after
the effective date of this AD.

Repetitive Inspection

(h) If no cracking is found during the
inspection required by paragraph (g) of this
AD, repeat the detailed inspection specified
in paragraph (g) of this AD thereafter at
intervals not to exceed 500 flight cycles.

(i) If any cracking is found during any
inspection required by paragraph (g) or (h) of
this AD, before further flight, perform a high
frequency eddy current (HFEC) inspection for
cracking of the forward and aft attachment
fittings of the aft hinge on the affected aft
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NLG door, in accordance with the
Accomplishment Instructions of Airbus
Mandatory Service Bulletin A340-52-5016,
Revision 02, dated August 25, 2010.

Repair

(j) If an additional crack finding is made
during any HFEC inspection required by
paragraph (i) of this AD, before further flight,
replace both forward and aft fittings with
new fittings on the aft hinge of the affected
NLG aft door, in accordance with the
Accomplishment Instructions of Airbus
Mandatory Service Bulletin A340-52-5016,
Revision 02, dated August 25, 2010.

(k) If no additional crack finding is made
during any HFEC inspection required by
paragraph (i) of this AD: Repeat the HFEC
inspection specified in paragraph (i) of this
AD thereafter at intervals not to exceed 10
flight cycles; or perform a fluorescent
penetrant inspection for cracking thereafter at
intervals not to exceed 3 flight cycles, in
accordance with the Accomplishment
Instructions of Airbus Mandatory Service
Bulletin A340-52-5016, Revision 02, dated
August 25, 2010, until the replacement
required by paragraph (k)(1) or (k)(2) of this
AD is done.

(1) If an additional crack is found during
any inspection required by paragraph (k) of
this AD, before further flight, replace both
forward and aft fittings with new fittings on
the aft hinge of the affected NLG aft door, in
accordance with the Accomplishment
Instructions of Airbus Mandatory Service
Bulletin A340-52-5016, Revision 02, dated
August 25, 2010.

(2) If no additional crack finding is made
during any HFEC inspection required by
paragraph (i) of this AD, or repetitive HFEC
inspection or fluorescent penetrant
inspection required by paragraph (k) of this
AD: Within 20 flight cycles after finding a
crack during the most recent inspection
required by paragraph (g) or (h) of this AD,
replace both forward and aft fittings with
new fittings on the aft hinge of the affected
NLG aft door, in accordance with the
Accomplishment Instructions of Airbus
Mandatory Service Bulletin A340-52-5016,
Revision 02, dated August 25, 2010.

(1) For airplanes on which the forward
fitting of the aft hinge of the NLG aft door is
replaced in accordance with paragraph (j) or
(k) of this AD: Prior to the accumulation of
1,000 flight cycles on the forward fitting,
perform the detailed inspection required in
paragraph (g) of this AD, and thereafter the
applicable repetitive inspection required in
paragraph (h) of this AD, and apply the
applicable actions required in paragraphs (i),
(j), and (k) of this AD.

Credit for Actions Accomplished in
Accordance With Previous Service
Information

(m) Inspections accomplished before the
effective date of this AD according to Airbus
Mandatory Service Bulletin A340-52-5016,
dated February 1, 2010; or Airbus Mandatory
Service Bulletin A340-52—-5016, Revision 01,
dated March 30, 2010; are considered
acceptable for compliance with the
corresponding action specified in this AD.

FAA AD Differences

Note 1: This AD differs from the MCAI
and/or service information as follows: The
MCAI does not specify corrective action if
cracking is found during a fluorescent
penetrant inspection. This AD specifies
replacing both forward and aft fittings with
new fittings on the aft hinge of the affected
nose landing gear aft door, in accordance
with the Accomplishment Instructions of
Airbus Mandatory Service Bulletin A340-52—
5016, Revision 02, dated August 25, 2010.

Other FAA AD Provisions

(n) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, has the authority to
approve AMOG:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
In accordance with 14 CFR 39.19, send your
request to your principal inspector or local
Flight Standards District Office, as
appropriate. If sending information directly
to the International Branch, send it to ATTN:
Vladimir Ulyanov, Aerospace Engineer,
International Branch, ANM-116, Transport
Airplane Directorate, FAA, 1601 Lind
Avenue, SW., Renton, Washington 98057—
3356; telephone: 425-227-1138; fax: 425—
227-1149. Information may be e-mailed to: 9-
ANM-116-AMOC-REQUESTS@faa.gov.
Before using any approved AMOC, notify
your appropriate principal inspector, or
lacking a principal inspector, the manager of
the local flight standards district office/
certificate holding district office. The AMOC
approval letter must specifically reference
this AD.

(2) Airworthy Product: For any
requirement in this AD to obtain corrective
actions from a manufacturer or other source,
use these actions if they are FAA-approved.
Corrective actions are considered FAA-
approved if they are approved by the State
of Design Authority (or their delegated
agent). You are required to assure the product
is airworthy before it is returned to service.

Related Information

(o) Refer to MCAI EASA Airworthiness
Directive 2010-0028, dated February 23,
2010; and Airbus Mandatory Service Bulletin
A340-52-5016, Revision 02, dated August
25, 2010; for related information.

Material Incorporated by Reference

(p) You must use Airbus Mandatory
Service Bulletin A340-52-5016, excluding
Appendix 01 and including Appendix 02,
Revision 02, dated August 25, 2010, to do the
actions required by this AD, unless the AD
specifies otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Airbus SAS—Airworthiness
Office—EAL, 1 Rond Point Maurice Bellonte,
31707 Blagnac Cedex, France; telephone: +33
561 93 36 96; fax: +33 5 61 93 45 80; e-mail:
airworthiness.A330-A340@airbus.com,;
Internet: http://www.airbus.com.

(3) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
425-227-1221.

(4) You may also review copies of the
service information that is incorporated by
reference at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or go
to: http://www.archives.gov/federal register/
code_of federal regulations/
ibr locations.html.

Issued in Renton, Washington, on March
25, 2011.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2011-8278 Filed 4-12-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2009-0703; Directorate
Identifier 2009-NM-093—-AD; Amendment
39-16654; AD 2011-08-04]

RIN 2120-AA64

Airworthiness Directives; Bombardier,
Inc. Model CL-600-2C10 (Regional Jet
Series 700, 701 & 702) Airplanes,
Model CL-600-2D15 (Regional Jet
Series 705) Airplanes, and Model CL-
600-2D24 (Regional Jet Series 900)
Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

There have been four reports of loose or
detached main landing gear torque link apex
pin locking plate and the locking plate
retainer bolt. This condition could result in
torque link apex pin disengagement, heavy
vibration during landing, damage to main
landing gear components and subsequent
main landing gear collapse.

* * * * *

We are issuing this AD to require

actions to correct the unsafe condition
on these products.
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DATES: This AD becomes effective May
18, 2011.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of May 18, 2011.

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at the
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Craig Yates, Aerospace Engineer,
Airframe and Mechanical Systems
Branch, ANE-171, FAA, New York
Aircraft Certification Office, 1600
Stewart Avenue, Suite 410, Westbury,
New York 11590; phone: 516-228-7355;
fax: 516—794-5531; e-mail:
Craig.Yates@faa.gov.

SUPPLEMENTARY INFORMATION:
Discussion

We issued a supplemental notice of
proposed rulemaking (NPRM) to amend
14 CFR part 39 to include an AD that
would apply to the specified products.
That supplemental NPRM was
published in the Federal Register on
January 11, 2011 (76 FR 1556). That
supplemental NPRM proposed to
correct an unsafe condition for the
specified products. The MCALI states:

There have been four reports of loose or
detached main landing gear torque link apex
pin locking plate and the locking plate
retainer bolt. This condition could result in
torque link apex pin disengagement, heavy
vibration during landing, damage to main
landing gear components and subsequent
main landing gear collapse.

Investigation has determined that incorrect
stack-up tolerances of the apex joint or
improper installation of the locking plate and
apex nut could result in torque link apex pin
disengagement. This directive mandates [a
one-time detailed] inspection of the torque
link apex joint [for correct installation and
damage, and corrective actions if necessary]
and replacement of the torque link apex nut.

The corrective actions include re-
installing parts that are not correctly
installed and replacing damaged parts.
You may obtain further information by
examining the MCAI in the AD docket.

Comments

We gave the public the opportunity to
participate in developing this AD. We
received no comments on the
supplemental NPRM or on the
determination of the cost to the public.

Conclusion

We reviewed the available data and
determined that air safety and the

public interest require adopting the AD
as proposed in the supplemental NPRM.

Differences Between This AD and the
MCAI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCALI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow our FAA
policies. Any such differences are
highlighted in a NOTE within the AD.

Costs of Compliance

Based on the service information, we
estimate that this AD will affect about
361 products of U.S. registry. We also
estimate that it will take about 5 work-
hours per product to comply with the
basic requirements of this AD. The
average labor rate is $85 per work-hour.
Based on these figures, we estimate the
cost of the AD on U.S. operators to be
$153,425, or $425 per product.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in “Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify this AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains the NPRM, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (telephone
(800) 647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding

the following new AD:

2011-08-04 Bombardier, Inc.: Amendment
39-16654. Docket No. FAA—-2009-0703;
Directorate Identifier 2009-NM—-093—-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective May 18, 2011.
Affected ADs

(b) None.
Applicability

(c) This AD applies to the Bombardier
airplanes identified in paragraphs (c)(1) and
(c)(2) of this AD, certificated in any category.

(1) Model CL-600-2C10 (Regional Jet
Series 700, 701 & 702) airplanes, serial
numbers (S/Ns) 10003 and subsequent.
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(2) Model CL-600-2D15 (Regional Jet
Series 705) airplanes and Model CL-600—
2D24 (Regional Jet Series 900) airplanes, S/
Ns 15001 and subsequent.

Subject

(d) Air Transport Association (ATA) of
America Code 32: Landing gear.

Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

There have been four reports of loose or
detached main landing gear torque link apex
pin locking plate and the locking plate
retainer bolt. This condition could result in
torque link apex pin disengagement, heavy
vibration during landing, damage to main
landing gear components and subsequent
main landing gear collapse.

Investigation has determined that incorrect
stack-up tolerances of the apex joint or
improper installation of the locking plate and
apex nut could result in torque link apex pin
disengagement. This directive mandates [a
one-time detailed] inspection of the torque
link apex joint [for correct installation and
damage, and corrective actions if necessary]
and replacement of the torque link apex nut.

Compliance

(f) You are responsible for having the
actions required by this AD performed within
the compliance times specified, unless the
actions have already been done.

Inspection for Part Number (P/N) and Serial
Number (S/N)

(g) For all airplanes identified in
paragraphs (c)(1) and (c)(2) of this AD:
Within 900 flight hours after the effective
date of this AD, inspect the main landing
gear (MLG) shock strut assemblies to
determine whether an MLG shock strut
assembly having P/Ns 49000-11 through
49000-22 inclusive and a S/N 0001 through
0284 inclusive is installed. A review of
airplane maintenance records is acceptable in
lieu of this inspection if the part and serial
numbers of the MLG shock strut assembly
can be conclusively determined from that
review.

Inspection of the Torque Link Apex Joint

(h) For any MLG shock strut assembly
having P/Ns 49000—11 through 49000-22
inclusive and a S/N 0001 through 0284
inclusive found installed during the
inspection or records check required by
paragraph (g) of this AD: Within 900 flight
hours after the effective date of this AD,
perform a one-time detailed inspection and
all applicable corrective actions on the torque
link apex joint, in accordance with Part A of
the Accomplishment Instructions of
Bombardier Service Bulletin 670BA—-32-019,
Revision A, dated September 18, 2008,
except as provided by paragraph (1) of this
AD. Do all applicable corrective actions
before further flight.

Replacement or Rework of the Apex Nut

(i) For any MLG shock strut assembly
identified during the inspection or records
check required by paragraph (g) of this AD:
Within 4,500 flight hours after the effective
date of this AD, replace or rework the apex

nut, in accordance with Part B of the
Accomplishment Instructions of Bombardier
Service Bulletin 670BA—-32-019, Revision A,
dated September 18, 2008.

Parts Installation

(j) As of the effective date of this AD, no
person may install, on any airplane, a
replacement MLG shock strut assembly
identified in paragraph (j)(1) or (j)(2) of this
AD, unless it has been reworked in
accordance with paragraph B. of Part B of the
Accomplishment Instructions of Bombardier
Service Bulletin 670BA—-32-019, Revision A,
dated September 18, 2008.

(1) Part numbers 49000-11 through 49000—
22 inclusive, and with a serial number in the
range of S/Ns 0001 through 0284 inclusive
(the serial number can start with “MA,”
“MAL,” or “MA-").

(2) Part numbers 490505 through 49050-
10 inclusive, and with a serial number in the
range of S/Ns 1001 through 1114 inclusive
(the serial number can start with “MA,”
“MAL,” or “MA-").

Credit for Actions Accomplished in
Accordance With Previous Service
Information

(k) Inspections, corrective actions,
replacements, and rework accomplished
before the effective date of this AD in
accordance with Bombardier Service Bulletin
670BA-32-019, dated March 16, 2006, are
considered acceptable for compliance with
the corresponding actions specified in this
AD.

(1) The inspections specified in paragraph
(h) of this AD are not required if the actions
specified in paragraph (i) of this AD have
already been accomplished; or if Bombardier
Repair Engineering Order 670-32-11-0022,
dated October 22, 2005, or Goodrich Service
Concession Request SCR 0056—05, dated
October 22, 2005; has been incorporated.

FAA AD Differences

Note 1: The MCAI specifies to inspect only
airplanes having certain serial numbers that
are part of the MCAI applicability. Because
the affected part could be rotated onto any of
the airplanes listed in the applicability, this
AD requires that the inspection be done on
all airplanes. We have coordinated this with
the Transport Canada Civil Aviation (TCCA).

Other FAA AD Provisions

(m) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, New York Aircraft
Certification Office (ACO), ANE-170, FAA,
has the authority to approve AMOC:s for this
AD, if requested using the procedures found
in 14 CFR 39.19. Send information to ATTN:
Program Manager, Continuing Operational
Safety, FAA, New York ACO, 1600 Stewart
Avenue, Suite 410, Westbury, New York
11590; telephone 516-228-7300; fax 516—
794-5531. Before using any approved AMOC,
notify your appropriate principal inspector,
or lacking a principal inspector, the manager
of the local flight standards district office/
certificate holding district office. The AMOC
approval letter must specifically reference
this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

Special Flight Permits

(n) Special flight permits, as described in
Section 21.197 and Section 21.199 of the
Federal Aviation Regulations (14 CFR 21.197
and 21.199), are not allowed.

Related Information

(o) Refer to MCAI Canadian Airworthiness
Directive CF—2009-20, dated May 1, 2009;
and Bombardier Service Bulletin 670BA—32—
019, Revision A, dated September 18, 2008;
for related information.

Material Incorporated by Reference

(p) You must use Bombardier Service
Bulletin 670BA—-32-019, Revision A, dated
September 18, 2008, to do the actions
required by this AD, unless the AD specifies
otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Bombardier, Inc., 400 Cote-
Vertu Road West, Dorval, Quebec H4S 1Y9,
Canada; phone: 514-855-5000; fax: 514—-855—
7401; e-mail: thd.crj@aero.bombardier.com;
Internet: http://www.bombardier.com.

(3) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
425-227-1221.

(4) You may also review copies of the
service information that is incorporated by
reference at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or go
to: http://www.archives.gov/federal_register/
code_of federal regulations/
ibr_locations.html.

Issued in Renton, Washington, on March
23, 2011.
Kalene C. Yanamura,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 2011-8196 Filed 4-12-11; 8:45 am]|
BILLING CODE 4910-13-P
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-0325; Directorate
Identifier 2010-NM—278-AD; Amendment
39-16652; AD 2011-08-02]

RIN 2120-AA64

Airworthiness Directives; Fokker
Services B.V. Model F.27 Mark 050
Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule; request for
comments.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

[T]he Federal Aviation Administration
(FAA) has published Special Federal
Aviation Regulation (SFAR) 88, and the Joint
Aviation Authorities (JAA) has published
Interim Policy INT/POL/25/12. The design
review conducted by Fokker Services on the
Fokker 50 and Fokker 60 in response to these
regulations revealed that, if chafing occurs
between the Fuel Quantity Probe (FQP) and
the probe wiring, with additional factors, this
may result in an ignition source in the wing
tank vapour space.

This condition, if not corrected, in
combination with flammable fuel vapours,
could result in a wing fuel tank explosion
and consequent loss of the aeroplane.

This AD requires actions that are
intended to address the unsafe
condition described in the MCAL
DATES: This AD becomes effective April
28, 2011.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in the AD
as of April 28, 2011.

We must receive comments on this
AD by May 31, 2011.

ADDRESSES: You may send comments by
any of the following methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov. Follow the
instructions for submitting comments.

e Fax:(202) 493—-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue, SE.
Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—

30, West Building Ground Floor, Room
W12-40, 1200 New Jersey Avenue, SE.,
Washington, DC, between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains this AD, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (phone:
800-647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

FOR FURTHER INFORMATION CONTACT: Tom
Rodriguez, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone:
425-227-1137; fax: 425-227-1149.
SUPPLEMENTARY INFORMATION:

Discussion

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European
Community, has issued EASA
Airworthiness Directive 2010-0157,
dated August 3, 2010 (referred to after
this as “the MCATI”), to correct an unsafe
condition for the specified products.
The MCALI states:

[T]he Federal Aviation Administration
(FAA) has published Special Federal
Aviation Regulation (SFAR) 88, and the Joint
Aviation Authorities (JAA) has published
Interim Policy INT/POL/25/12. The design
review conducted by Fokker Services on the
Fokker 50 and Fokker 60 in response to these
regulations revealed that, if chafing occurs
between the Fuel Quantity Probe (FQP) and
the probe wiring, with additional factors, this
may result in an ignition source in the wing
tank vapour space.

This condition, if not corrected, in
combination with flammable fuel vapours,
could result in a wing fuel tank explosion
and consequent loss of the aeroplane.

For the reasons described above, this AD
requires a one-time [general visual]
inspection to check for the presence of a
rubber sleeve and cable tie near each FQP in
both wing tanks and, depending on findings,
the installation of a sleeve and cable tie.

You may obtain further information by
examining the MCAI in the AD docket.

The FAA has examined the
underlying safety issues involved in fuel
tank explosions on several large
transport airplanes, including the
adequacy of existing regulations, the
service history of airplanes subject to
those regulations, and existing

maintenance practices for fuel tank
systems. As a result of those findings,
we issued a regulation titled “Transport
Airplane Fuel Tank System Design
Review, Flammability Reduction and
Maintenance and Inspection
Requirements” (66 FR 23086, May 7,
2001). In addition to new airworthiness
standards for transport airplanes and
new maintenance requirements, this
rule included Special Federal Aviation
Regulation No. 88 (“SFAR 88,”
Amendment 21-78, and subsequent
Amendments 21-82 and 21-83).

Among other actions, SFAR 88
requires certain type design (i.e., type
certificate (TC) and supplemental type
certificate (STC)) holders to substantiate
that their fuel tank systems can prevent
ignition sources in the fuel tanks. This
requirement applies to type design
holders for large turbine-powered
transport airplanes and for subsequent
modifications to those airplanes. It
requires them to perform design reviews
and to develop design changes and
maintenance procedures if their designs
do not meet the new fuel tank safety
standards. As explained in the preamble
to the rule, we intended to adopt
airworthiness directives to mandate any
changes found necessary to address
unsafe conditions identified as a result
of these reviews.

In evaluating these design reviews, we
have established four criteria intended
to define the unsafe conditions
associated with fuel tank systems that
require corrective actions. The
percentage of operating time during
which fuel tanks are exposed to
flammable conditions is one of these
criteria. The other three criteria address
the failure types under evaluation:
single failures, single failures in
combination with a latent condition(s),
and in-service failure experience. For all
four criteria, the evaluations included
consideration of previous actions taken
that may mitigate the need for further
action.

The Joint Aviation Authorities (JAA)
has issued a regulation that is similar to
SFAR 88. (The JAA is an associated
body of the European Civil Aviation
Conference (ECAC) representing the
civil aviation regulatory authorities of a
number of European States who have
agreed to co-operate in developing and
implementing common safety regulatory
standards and procedures.) Under this
regulation, the JAA stated that all
members of the ECAC that hold type
certificates for transport category
airplanes are required to conduct a
design review against explosion risks.

We have determined that the actions
identified in this AD are necessary to
reduce the potential of ignition sources
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inside fuel tanks, which, in combination
with flammable fuel vapors, could result
in fuel tank explosions and consequent
loss of the airplane.

Relevant Service Information

Fokker Services B.V. has issued
Fokker Service Bulletin SBF50-28-027,
Revision 1, dated August 20, 2010. The
actions described in this service
information are intended to correct the
unsafe condition identified in the
MCAL

FAA’s Determination and Requirements
of This AD

This product has been approved by
the aviation authority of another
country, and is approved for operation
in the United States. Pursuant to our
bilateral agreement with the State of
Design Authority, we have been notified
of the unsafe condition described in the
MCALI and service information
referenced above. We are issuing this
AD because we evaluated all pertinent
information and determined the unsafe
condition exists and is likely to exist or
develop on other products of the same
type design.

There are no products of this type
currently registered in the United States.
However, this rule is necessary to
ensure that the described unsafe
condition is addressed if any of these
products are placed on the U.S. Register
in the future.

Differences Between the AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow FAA policies.
Any such differences are highlighted in
a NOTE within the AD.

FAA’s Determination of the Effective
Date

Since there are currently no domestic
operators of this product, notice and
opportunity for public comment before
issuing this AD are unnecessary.

Comments Invited

This AD is a final rule that involves
requirements affecting flight safety, and
we did not precede it by notice and
opportunity for public comment. We

invite you to send any written relevant
data, views, or arguments about this AD.
Send your comments to an address
listed under the ADDRESSES section.
Include “Docket No. FAA-2011-0325;
Directorate Identifier 2010-NM-278—
AD” at the beginning of your comments.
We specifically invite comments on the
overall regulatory, economic,
environmental, and energy aspects of
this AD. We will consider all comments
received by the closing date and may
amend this AD because of those
comments.

We will post all comments we
receive, without change, to http://
www.regulations.gov, including any
personal information you provide. We
will also post a report summarizing each
substantive verbal contact we receive
about this AD.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle [,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in “Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify this AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701,

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new AD:

2011-08-02 Fokker Services B.V.:
Amendment 39-16652. Docket No.
FAA-2011-0325; Directorate Identifier
2010-NM-278-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective April 28, 2011.

Affected ADs
(b) None.
Applicability
(c) This AD applies to Fokker Services B.V.

Model F.27 Mark 050 airplanes; certificated
in any category; all serial numbers.

Note 1: This AD requires revisions to
certain operator maintenance documents to
include new actions (e.g., inspections) and/
or critical design configuration control
limitations (CDCCLs). Compliance with these
actions and/or CDCCLs is required by 14 CFR
91.403(c). For airplanes that have been
previously modified, altered, or repaired in
the areas addressed by this AD, the operator
may not be able to accomplish the actions
described in the revisions. In this situation,
to comply with 14 CFR 91.403(c), the
operator must request approval of an
alternative method of compliance (AMOC)
according to paragraph (1) of this AD. The
request should include a description of
changes to the required actions that will
ensure the continued operational safety of
the airplane.

Subject

(d) Air Transport Association (ATA) of
America Code 28: Fuel.

Reason

(e) The mandatory continued airworthiness
information (MCALI) states:

[TThe Federal Aviation Administration
(FAA) has published Special Federal
Aviation Regulation (SFAR) 88, and the Joint
Aviation Authorities (JAA) has published
Interim Policy INT/POL/25/12. The design
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review conducted by Fokker Services on the
Fokker 50 and Fokker 60 in response to these
regulations revealed that, if chafing occurs
between the Fuel Quantity Probe (FQP) and
the probe wiring, with additional factors, this
may result in an ignition source in the wing
tank vapour space.

This condition, if not corrected, in
combination with flammable fuel vapours,
could result in a wing fuel tank explosion
and consequent loss of the aeroplane.

Compliance

(f) You are responsible for having the
actions required by this AD performed within
the compliance times specified, unless the
actions have already been done.

Inspection and Installation

(g) At a scheduled opening of the fuel
tanks, but not later than 13 years after the
effective date of this AD, do a general visual
inspection for the presence of the rubber
sleeve and cable tie on the cables of each
FQP, in accordance with Part 1 of the
Accomplishment Instructions of Fokker
Service Bulletin SBF50-28-027, Revision 1,
dated August 20, 2010.

(h) If, during the inspection required by
paragraph (g) of this AD, an FQP does not
have the rubber sleeve or cable tie installed:
Before further flight, install the rubber sleeve
and cable tie on the affected FQP and wiring,
in accordance with Part 2 of the
Accomplishment Instructions of Fokker
Service Bulletin SBF50-28-027, Revision 1,
dated August 20, 2010.

Maintenance Program Revision To Add Fuel
Airworthiness Limitation

(i) Before further flight after accomplishing
the inspection required by paragraph (g) of
this AD: Revise the airplane maintenance
program by incorporating the CDCCL
specified in paragraph 1.L.(1)(c) of Fokker
Service Bulletin SBF50-28-027, Revision 1,
dated August 20, 2010.

No Alternative Actions, Intervals, and/or
CDCCLs

(j) After accomplishing the revision
required by paragraph (i) of this AD, no
alternative actions (e.g., inspection, interval)
and/or CDCCLs may be used unless the
actions, intervals, and/or CDCCLs are
approved as an AMOC in accordance with
the procedures specified in paragraph (1) of
this AD.

Credit for Actions Accomplished in
Accordance With Previous Service
Information

(k) Actions accomplished before the
effective date of this AD according to Fokker
Service Bulletin SBF50-28-027, dated May
27, 2010, are considered acceptable for
compliance with the corresponding action
specified in this AD.

FAA AD Differences

Note 1: This AD differs from the MCAI
and/or service information as follows:

Although EASA Airworthiness Directive
2010-0157, dated August 3, 2010, specifies
both revising the maintenance program to
include airworthiness limitations, and doing
certain repetitive actions (e.g., inspections)

and/or maintaining CDCCLs, this AD only
requires the revision. Requiring a revision of
the maintenance program, rather than
requiring individual repetitive actions and/or
maintaining CDCCLs, requires operators to
record AD compliance only at the time the
revision is made. Repetitive actions and/or
maintaining CDCCLs specified in the
airworthiness limitations must be complied
with in accordance with 14 CFR 91.403(c).

Other FAA AD Provisions

(1) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOGs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, has the authority to
approve AMOG:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
In accordance with 14 CFR 39.19, send your
request to your principal inspector or local
Flight Standards District Office, as
appropriate. If sending information directly
to the International Branch, send it to ATTN:
Tom Rodriguez, Aerospace Engineer,
International Branch, ANM-116, Transport
Airplane Directorate, FAA 1601 Lind
Avenue, SW., Renton, Washington 98057—
3356; phone: 425-227-1137; fax: 425-227—
1149. Information may be e-mailed to: 9-
ANM-116-AMOC-REQUESTS@faa.gov.
Before using any approved AMOC, notify
your appropriate principal inspector, or
lacking a principal inspector, the manager of
the local flight standards district office/
certificate holding district office. The AMOC
approval letter must specifically reference
this AD.

(2) Airworthy Product: For any
requirement in this AD to obtain corrective
actions from a manufacturer or other source,
use these actions if they are FAA-approved.
Corrective actions are considered FAA-
approved if they are approved by the State
of Design Authority (or their delegated
agent). You are required to assure the product
is airworthy before it is returned to service.

Related Information

(m) Refer to MCAI EASA Airworthiness
Directive 2010-0157, dated August 3, 2010;
and Fokker Service Bulletin SBF50-28-027,
Revision 1, dated August 20, 2010; for related
information.

Material Incorporated by Reference

(n) You must use Fokker Service Bulletin
SBF50-28-027, Revision 1, dated August 20,
2010, to do the actions required by this AD,
unless the AD specifies otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Fokker Services B.V.,
Technical Services Dept., P.O. Box 231, 2150
AE Nieuw-Vennep, the Netherlands;
telephone: +31 (0)252-627-350; fax: +31
(0)252—627-211; e-mail: technicalservices.
fokkerservices@stork.com; Internet: http://
www.myfokkerfleet.com.

(3) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,

Washington. For information on the
availability of this material at the FAA, call
425-227-1221.

(4) You may also review copies of the
service information that is incorporated by
reference at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or go
to: http://www.archives.gov/federal register/
code_of federal regulations/
ibr_locations.html.

Issued in Renton, Washington, on March
25, 2011.

Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2011-8065 Filed 4-12—11; 8:45 am|]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2010-1161; Directorate
Identifier 2010-NM-152-AD; Amendment
39-16658; AD 2011-08-08]

RIN 2120-AA64

Airworthiness Directives; Empresa
Brasileira de Aeronautica S.A.
(EMBRAER) Model ERJ 170 and ERJ
190 Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

It has been found occurrence of screw units
manufactured with metallographic non-
conformity that may increase their
susceptibility to brittle fracture. The screw
failure may result in loss of the related
balance washer causing a possible ram air
turbine (RAT) imbalance event, which may
result in RAT structural failure, which
associated with an electrical emergency
situation, could result in loss of power to
airplane flight controls hydraulic back-up
system.

* * * * *

Loss of power to the hydraulic back-up
system for airplane flight controls could
reduce the ability of the flightcrew to
maintain the safe flight and landing of
the airplane. We are issuing this AD to
require actions to correct the unsafe
condition on these products.
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DATES: This AD becomes effective May
18, 2011.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in this AD
as of May 18, 2011.

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at the
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Cindy Ashforth, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 227-2768; fax (425) 227-1149.

SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on December 1, 2010 (75 FR
74670). That NPRM proposed to correct
an unsafe condition for the specified
products. The MCALI states:

It has been found occurrence of screw units
manufactured with metallographic non-
conformity that may increase their
susceptibility to brittle fracture. The screw
failure may result in loss of the related
balance washer causing a possible ram air
turbine (RAT) imbalance event, which may
result in RAT structural failure, which
associated with an electrical emergency
situation, could result in loss of power to
airplane flight controls hydraulic back-up
system.

* * * * *

Loss of power to the hydraulic back-up
system for airplane flight controls could
reduce the ability of the flightcrew to
maintain the safe flight and landing of
the airplane. Required actions include
doing a general visual inspection to
determine the model, part number, and
serial number of the RAT, and to
determine if a certain symbol is marked
on affected RATSs. Corrective actions
include replacing the RAT balance
screw and marking the RAT
identification plate. You may obtain
further information by examining the
MCAI in the AD docket.

Comments

We gave the public the opportunity to
participate in developing this AD. We
considered the comment received.

Request To Include Service Bulletin for
Model ERJ 190-100 ECJ Airplanes

EMBRAER requested that we add
EMBRAER Service Bulletin 190LIN-24—
0006, dated July 27, 2010, to the NPRM,
because it applies to Model ER] 190-100
EC]J airplanes which are included in the
NPRM applicability. The commenter
requested that we change paragraphs (g),
(h), (i), and (k) of the NPRM
accordingly.

We agree that EMBRAER Service
Bulletin 190LIN-24-0006, dated July
27, 2010, is acceptable for
accomplishing the required actions of
the AD for Model ERJ 190-100 EC]J
airplanes. We have added a new
paragraph (i) to this AD (and
renumbered subsequent paragraphs
accordingly) to refer to that service
bulletin as an optional method of
compliance for the requirements of this
AD for those airplanes. This addition
has been coordinated with the Agéncia
Nacional de Aviagdo Civil (ANAC), the
aviation authority for Brazil.

Clarification of Terminology

Paragraph (g)(2)(ii) of the NPRM
specified to “replace the RAT balance
screw with a new balance screw,” while
some RATs in fact have more than one
balance screw. We have clarified that
instruction by stating “replace the RAT
balance screw(s) with a new balance
screw(s),” in this final rule.

Conclusion

We reviewed the available data,
including the comment received, and
determined that air safety and the
public interest require adopting the AD
with the changes described previously.
We determined that these changes will
not increase the economic burden on
any operator or increase the scope of the
AD.

Differences Between This AD and the
MCAI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow our FAA
policies. Any such differences are
highlighted in a NOTE within the AD.

Costs of Compliance

We estimate that this AD will affect
about 241 products of U.S. registry. We
also estimate that it will take about 9
work-hours per product to comply with
the basic requirements of this AD. The
average labor rate is $85 per work-hour.
Required parts will cost about $0 per
product. Where the service information
lists required parts costs that are
covered under warranty, we have
assumed that there will be no charge for
these parts. As we do not control
warranty coverage for affected parties,
some parties may incur costs higher
than estimated here. Based on these
figures, we estimate the cost of this AD
to the U.S. operators to be $184,365, or
$765 per product.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in “Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify this AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.
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We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains the NPRM, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (telephone
(800) 647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701,

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new AD:

2011-08-08 Empresa Brasileira de
Aeronautica S.A. (EMBRAER):
Amendment 39-16658. Docket No.
FAA-2010-1161; Directorate Identifier
2010-NM-152—-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective May 18, 2011.

Affected ADs

(b) None.
Applicability

(c) This AD applies to all Empresa
Brasileira de Aeronautica S.A. (EMBRAER)
Model ER]J 170-100 LR, —100 STD, —100 SE,
and —100 SU airplanes; and Model ER] 170-
200 LR, —200 SU, and —200 STD airplanes;
and Model ERJ 190-100 STD, —100 LR, —100
ECJ, and —100 IGW airplanes; and Model ER]
190-200 STD, —200 LR, and —200 IGW
airplanes; certificated in any category.

Subject

(d) Air Transport Association (ATA) of
America Code 24: Electrical power.
Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

It has been found occurrence of screw units
manufactured with metallographic non-

conformity that may increase their
susceptibility to brittle fracture. The screw
failure may result in loss of the related
balance washer causing a possible ram air
turbine (RAT) imbalance event, which may
result in RAT structural failure, which
associated with an electrical emergency
situation, could result in loss of power to
airplane flight controls hydraulic back-up
system.

* * * * *

Loss of power to the hydraulic back-up
system for airplane flight controls could
reduce the ability of the flightcrew to
maintain the safe flight and landing of the
airplane.

Compliance

(f) You are responsible for having the
actions required by this AD performed within
the compliance times specified, unless the
actions have already been done.

Actions

(g) Within 1,200 flight hours or 6 months
after the effective date of this AD, whichever
occurs first: Do a general visual inspection
(GVI) to determine the RAT model, part
number, and serial number, in accordance
with Part 1 of the Accomplishment
Instructions of EMBRAER Service Bulletin
170-24-0048, Revision 01, dated May 12,
2010; or EMBRAER Service Bulletin 190—24—
0019, Revision 01, dated May 11, 2010; as
applicable. A review of airplane maintenance
records is acceptable in lieu of this
inspection if the model, part number, and
serial number of the RAT can be conclusively
determined from that review.

Note 1: For the purpose of this AD, a GVI
is: “A visual examination of an interior or
exterior area, installation or assembly to
detect obvious damage, failure or irregularity.
This level of inspection is made from within
touching distance, unless otherwise
specified. A mirror may be necessary to
enhance visual access to all exposed surfaces
in the inspection area. This level of
inspection is made under normally available
lighting conditions such as daylight, hangar
lighting, flashlight or drop-light, and may
require removal or opening of access panels
or doors. Stands, ladders or platforms may be
required to gain proximity to the area being
checked.”

(1) For any RAT not having a serial number
identified in EMBRAER Service Bulletin
170-24-0048, Revision 01, dated May 12,
2010; or EMBRAER Service Bulletin 190-24—
0019, Revision 01, dated May 11, 2010: No
further action is required by this paragraph.

(2) For any RAT having a serial number
identified in EMBRAER Service Bulletin
170-24-0048, Revision 01, dated May 12,
2010; or EMBRAER Service Bulletin 190-24—
0019, Revision 01, dated May 11, 2010:
Within 1,200 flight hours or 6 months after
the effective date of this AD, whichever
occurs first, inspect to determine if the
symbol “24-5” is marked on the RAT
identification plate. A review of airplane
maintenance records is acceptable in lieu of
this inspection if the RAT identification plate
can be conclusively determined to be marked
with “24-5” from that review.

(i) If the symbol “24-5” is marked on the
RAT identification plate: No further action is
required by this paragraph.

(ii) If the symbol “24-5” is not marked on
the RAT identification plate: Within 1,200
flight hours or 6 months after the effective
date of this AD, whichever occurs first,
replace the RAT balance screw(s) with a new
balance screw(s), and mark the RAT
identification plate with the symbol “24-5,”
in accordance with Part 2 of the
Accomplishment Instructions of EMBRAER
Service Bulletin 170-24—0048, Revision 01,
dated May 12, 2010; or EMBRAER Service
Bulletin 190-24-0019, Revision 01, dated
May 11, 2010; as applicable.

(h) As of the effective date of this AD, no
person may install a RAT identified in Part
1 of the Accomplishment Instructions of
EMBRAER Service Bulletin 170-24—0048,
Revision 01, dated May 12, 2010; or
EMBRAER Service Bulletin 190-24—-0019,
Revision 01, dated May 11, 2010; as
applicable; on any airplane, unless that RAT
is identified with the symbol “24-5” on the
identification plate.

Acceptable Method of Compliance for Model
ERJ 190-100 ECJ Airplanes

(i) Actions accomplished in accordance
with EMBRAER Service Bulletin 190LIN-24—
0006, dated July 27, 2010, for Model ER]
190-100 ECJ airplanes, are considered
acceptable for compliance with the
corresponding actions specified in this AD.

Credit for Actions Accomplished in
Accordance With Previous Service
Information

(j) Actions accomplished before the
effective date of this AD in accordance with
EMBRAER Service Bulletins 170-24-0048 or
190-24-0019, both dated March 31, 2010, as
applicable, are considered acceptable for
compliance with the corresponding actions
specified in this AD.

FAA AD Differences

Note 2: This AD differs from the MCAI
and/or service information as follows:

(1) The Brazilian ADs apply to “airplanes
equipped with Hamilton Sundstrand ram air
turbine (RAT), Model ERPS37T, Part Number
(P/N) 1703781 Series; with the serial
numbers (S/N) contained in Embraer Service
Bulletin[s 170-24—0048 or 190-24—-0019],”
and their first action is an inspection to
determine if affected equipment is installed.
This AD applies to all of the airplanes, with
the first action in the AD being an inspection
to determine if affected equipment is
installed, because the affected part could be
rotated onto any of the airplanes listed in the
applicability of this AD.

(2) Although the MCALI states not to install
the part identified in paragraph (h) of this AD
after accomplishing the actions specified in
paragraph (g)(2) of this AD, this AD prohibits
installation of the part as of the effective date
of this AD.

Other FAA AD Provisions
(k) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCGs): The Manager, International


http://www.regulations.gov
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Branch, ANM-116, Transport Airplane
Directorate, FAA, has the authority to
approve AMOG:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
In accordance with 14 CFR 39.19, send your
request to your principal inspector or local
Flight Standards District Office, as
appropriate. If sending information directly
to the International Branch, send it to ATTN:
Cindy Ashforth, Aerospace Engineer,
International Branch, ANM-116, Transport
Airplane Directorate, FAA, 1601 Lind
Avenue, SW., Renton, Washington 98057—

3356; telephone (425) 227-2768; fax (425)
227-1149. Information may be e-mailed to: 9-
ANM-116-AMOC-REQUESTS@faa.gov.
Before using any approved AMOC, notify
your appropriate principal inspector, or
lacking a principal inspector, the manager of
the local flight standards district office/
certificate holding district office. The AMOC
approval letter must specifically reference
this AD.

(2) Airworthy Product: For any
requirement in this AD to obtain corrective
actions from a manufacturer or other source,

TABLE 1—RELATED SERVICE INFORMATION

use these actions if they are FAA-approved.
Corrective actions are considered FAA-
approved if they are approved by the State

of Design Authority (or their delegated
agent). You are required to assure the product
is airworthy before it is returned to service.

Related Information

(1) Refer to MCALI Brazilian Airworthiness
Directives 2010-06—04 and 2010-06—05, both
dated July 26, 2010, and the service
information identified in table 1 of this AD,
for related information.

EMBRAER Service Bulletin Revision Date
T70-24-0048 ...ttt e et e e et e e e e e e et e e ear e e e et a e e e aaaeeeaaeeeearaeeeanreaeanaeas [0 RS May 12, 2010.
S0 00 RPN O e May 11, 2010.
TOOLIN=24—0006 .......ooeeiueeeierieeeieeeeetee e eete e e e ee e e e be e e e eabe e e staee e ssaeesasneeesasseaesasreeesnneeas Original ..oocveeiiiieeee e July 27, 2010.

Material Incorporated by Reference

(m) You must use the applicable service
information contained in Table 2 of this AD
to do the actions required by this AD, unless
the AD specifies otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Empresa Brasileira de

Aeronautica S.A. (EMBRAER), Technical
Publications Section (PC 060), Av. Brigadeiro
Faria Lima, 2170—Putim—12227-901 Sao
Jose dos Campos—SP—BRASIL; telephone:
+55 12 3927-5852 or +55 12 3309-0732; fax:
+55 12 3927-7546; e-mail:
distrib@embraer.com.br; Internet: http://
www.flyembraer.com.

(3) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington. For information on the

availability of this material at the FAA, call
425-227-1221.

(4) You may also review copies of the
service information that is incorporated by
reference at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or go
to: http://www.archives.gov/federal register/
code of federal regulations/
ibr locations.html.

TABLE 2—MATERIAL INCORPORATED BY REFERENCE

EMBRAER Service Bulletin Revision Date
T70-24—0048 .....ooeeeeieeeeee et eee e et e e e e e e e e e e e e et —ee e e aa e e e aaaeeeanaeeeennreeeeraean 00 s May 12, 2010.
190240019 ..ot e e e e e e e e e — e e e e e e et —raaaeeeaaanrraaaaeas 00 s May 11, 2010.
TOOLIN=24—0006 .......oeeeireieierireeiieeeeiteeesite e e see e e s beeesasaeeesnsaeeessaeeeasneeesasseeesnsseeesseeas Original ..oocveeieiiiieeeeee e July 27, 2010.

Issued in Renton, Washington, on March
24, 2011.

Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2011-8411 Filed 4-12-11; 8:45 am]
BILLING CODE 4910-13-P

SECURITIES AND EXCHANGE
COMMISSION

17 CFR Part 240

[Release No. 34-64251]

Technical Amendment to Rule 19b—4:
Filings With Respect to Proposed Rule

Changes by Self-Regulatory
Organizations

AGENCY: Securities and Exchange
Commission.

ACTION: Final rule.

SUMMARY: The Securities and Exchange
Commission (“Commission”) is
amending Rule 19b—4(a) under the

Securities Exchange Act of 1934 (the
“Exchange Act”) so that references to
“business day” in Section 19(b) of the
Exchange Act and Rule 19b—4
thereunder refer to a day other than a
Saturday, Sunday, Federal holiday, a
day that the U.S. Office of Personnel
Management (“OPM”) has announced
that Federal agencies in the Washington,
DC area are closed to the public, a day
on which the Commission is subject to
a Federal government shutdown in the
event of a lapse in appropriations, or a
day on which the Commission’s
Washington, DC office is otherwise not
open for regular business.

DATES: Effective Date: April 13, 2011.

FOR FURTHER INFORMATION CONTACT:
Richard Holley III, Assistant Director, at
(202) 551-5614, Division of Trading and
Markets, Securities and Exchange
Commission, 100 F Street, NE.,
Washington, DC 20549-7010.

SUPPLEMENTARY INFORMATION:

I. Filing of SRO Proposed Rule Changes
A. Background

Section 19(b)(1) of the Exchange Act?
requires self-regulatory organizations
(“SR0Os”), including national securities
exchanges, registered securities
associations, registered clearing
agencies, and the Municipal Securities
Rulemaking Board,? to file with the
Commission any proposed rule change,3

115 U.S.C. 78s(b)(1).

2 See Section 3(a)(26) of the Exchange Act, 15
U.S.C. 78c(a)(26) (defining the term “self-regulatory
organization” to mean any national securities
exchange, registered securities association,
registered clearing agency, and, for purposes of
Section 19(b) and other limited purposes, the
Municipal Securities Rulemaking Board).

3 Section 19(b)(1) of the Exchange Act defines a
“proposed rule change” as “any proposed rule, or
any proposed change in, addition to, or deletion
from the rules of” an SRO. 15 U.S.C. 78s(b)(1).
Section 3(a)(27) of the Exchange Act defines “rules”
to include “the constitution, articles of
incorporation, bylaws, and rules, or instruments
corresponding to the foregoing * * * and such of
the stated policies, practices, and interpretations of
such exchange, association, or clearing agency as


http://www.archives.gov/federal_register/code_of_federal_regulations/ibr_locations.html
http://www.archives.gov/federal_register/code_of_federal_regulations/ibr_locations.html
http://www.archives.gov/federal_register/code_of_federal_regulations/ibr_locations.html
mailto:9-ANM-116-AMOC-REQUESTS@faa.gov
mailto:9-ANM-116-AMOC-REQUESTS@faa.gov
http://www.flyembraer.com
http://www.flyembraer.com
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which must be submitted on Form 19b—
44 in accordance with the General
Instructions thereto. Once a proposed
rule change has been filed, the
Commission is required to publish it in
the Federal Register to provide an
opportunity for public comment.> A
proposed rule change generally may not
take effect unless it is either approved
by the Commission pursuant to Section
19(b)(2) of the Exchange Act® or is
designated by the SRO to become
effective upon filing pursuant to Section
19(b)(3)(A) of the Exchange Act.” The
Commission’s Division of Trading and
Markets, on behalf of the Commission,
is responsible for the day-to-day review
of SRO proposed rule changes.?

There may be days, in addition to
Saturday, Sunday and Federal holidays,
on which the Commission’s
Washington, DC offices are not open for
regular business. For example, a lapse in
appropriations or an announcement by
OPM that Federal agencies are closed
for business may cause the
Commission’s Washington DC offices to
not be open for regular business. To
make clear that “business day” does not
include those days, the Commission is
hereby adopting a technical amendment
to Rule 19b—4 to state what constitute
“business days” for purposes of Section
19(b) under the Exchange Act and Rule
19b—4 concerning SRO proposed rule
changes.

B. References to “Business Days” in
Section 19 and Rule 19b—4

Section 19(b) of the Exchange Act
provides the time frames within which
the Commission must act in connection
with reviewing and processing SRO

the Commission, by rule, may determine to be
necessary or appropriate in the public interest or for
the protection of investors to be deemed to be rules
of such exchange, association, or clearing agency.”
15 U.S.C. 78c(a)(27). Rule 19b—4(b) under the
Exchange Act defines “stated policy, practice, or
interpretation” to mean, in part, “[laJny material
aspect of the operation of the facilities of the self-
regulatory organization” or “[alny statement made
generally available” that “establishes or changes any
standard, limit, or guideline” with respect to the
“rights, obligations, or privileges” of persons or the
“meaning, administration, or enforcement of an
existing rule.” 17 CFR 240.19b—4(b).

417 CFR 249.819.

5See 15 U.S.C. 78s(b)(1). The SRO is required to
prepare the notice of its proposed rule change on
Exhibit 1 of Form 19b—4 that the Commission then
publishes in the Federal Register.

6 See 15 U.S.C. 78s(b)(2). However, as provided in
Section 19(b)(2)(D) of the Exchange Act, 15 U.S.C.
78s(b)(2)(D), a proposed rule change may be
“deemed to have been approved by the
Commission” if the Commission fails to take action
on a proposal that is subject to Commission
approval within the statutory time frames specified
in Section 19(b)(2).

715 U.S.C. 78s(b)(3)(A).

8 See 17 CFR 200.30-3 (Delegation of authority to
Director of the Division of Trading and Markets).

proposed rule changes. Some time
frames are tied to calendar days; others
are tied to business days.

In particular, Section 19(b)(10)(B) of
the Exchange Act provides that the
Commission may, within seven business
days after receipt of a filing, reject as
improperly filed a filing that does not
comply with the rules of the
Commission relating to the required
form of a proposed rule change.® That
provision currently is the only reference
to “business day” contained in Section
19.

References to “business days” are also
found in Rule 19b—4 under the
Exchange Act. For example,
subparagraph (1) provides a two
business day deadline by which an SRO
must post a proposed rule change on its
Web site after filing it with the
Commission, and subparagraph (m)
provides a two business day deadline by
which an SRO must update its Web site
to reflect changes to the text of its
rules.10

Other references to business days,
including in paragraphs (f)(6) and (k) of
Rule 19b—4, refer to the filing by the
SRO of materials with the Commission,
which the Commission must then
review in the normal course of its
oversight of the SRO rule change
process. Specifically, Rule 19b—4(f)(6)
allows an SRO to designate certain
proposed rule changes as effective upon
filing if, among other things, the SRO
provides written notice of its intent to
file, along with a brief description and
proposed rule text (a “prefiling”), to the
Commission at least five business days
prior to filing. In addition, Rule 19b—
4(k) specifies when a proposed rule
change is received by the Commission
and provides that if the conditions of
Rule 19b—4 and Form 19b—4 are
satisfied, a proposed rule change will be
received by and accepted as filed on a
business day if it is filed on or before
5:30 p.m. (Eastern time).1? Any filing
submitted after 5:30 p.m. on a business
day will be accepted by the Commission
but will have as its date of filing the

915 U.S.C. 78s(b)(10)(B). This period may be
extended to 21 calendar days if, not later than 7
business days after the date of receipt by the
Commission, the Commission notifies the SRO that
it needs additional time due to the Commission’s
determination that the proposed rule change is
unusually lengthy, complex, or raises novel
regulatory issues. If it is not rejected, Section
19(b)(10)(A) of the Exchange Act provides that the
date of filing of a proposed rule change is the “date
on which the Commission receives the proposed
rule change.” 15 U.S.C. 78s(b)(10)(A).

10 See 17 CFR 240.19b—4(1) and (m), respectively.
An SRO is required to post and maintain a complete
version of its rules on its Web site. See 17 CFR
240.19b—4(m)(1).

1117 CFR 240.19b—4(k).

next business day.12 Rule 19b—4 does
not, however, define what constitutes a
“business day.”

While the Commission’s Washington
DC headquarters is routinely closed for
business on weekends (Saturdays and
Sundays) and designated Federal
holidays,13 the Commission’s
Washington DC headquarters also may
be closed for other reasons. For
example, Federal agencies may be
closed in various situations, including,
but not limited to, adverse weather, the
observance of special events in the
District of Columbia (including, but not
limited to, presidential inaugurations or
funeral observances), or any other
conditions or events that cause Federal
agencies to not open for regular
business. These types of closings may be
non-agency specific and would
generally affect most Federal agencies in
the Washington, DC metropolitan area.
For these types of closings, the OPM
disseminates the Federal government’s
operating status for the Washington, DC
area as “CLOSED” and publishes that
operating status on its Web site at
http://www.opm.gov.14

In addition, the Commission could be
subject to a Federal government-wide
shutdown in the event of a lapse in
Congressional appropriations resulting
in the temporary cessation of non-
essential Federal government
operations. Other circumstances may
uniquely and specifically affect the
Commission’s Washington, DC
headquarters, causing the Commission
to not be open for regular business at a
time when other Federal agencies in the
Washington, DC metropolitan area may
or may not be open for regular business.
Examples of these kinds of
circumstances might include a
disturbance at or problems with the
Commission’s headquarters facilities
that cause it to close temporarily for
regular business.15

II. Amendment to Rule 19b—4(a)

The Commission is adding new
subparagraph (2) to Rule 19b—4(a) to
specify that references to “business
days” in Section 19 of the Exchange Act
and Rule 19b—4 mean any day other
than a Saturday, Sunday, Federal
holiday, a day that OPM has announced
that Federal agencies in the Washington,

12 See id.

13 See Rule 104 of the Commission’s Rules of
Practice, 17 CFR 201.104 (Business Hours).

14 These days differ from days when OPM
disseminates an “OPEN” status, regardless of
whether unscheduled leave or telework options are
available or whether delayed arrival or early
departure is in effect. See OPM’s Washington, DC,
Area Dismissal and Closure Procedures, available
at: http://www.opm.gov/oca/compmemo/
dismissal.pdf.
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DC area are closed to the public, a day
on which the Commission is subject to
a Federal government shutdown in the
event of a lapse in appropriations, or a
day on which the Commission’s
Washington, DC office is otherwise not
open for regular business.1¢ The
purpose of the amendment is to clarify
the treatment of days where the
Commission is not open and how such
days impact an SRO’s proposed rule
change submitted pursuant to Rule
19b—4 and an SRO’s obligation to post
on its Web site a proposed rule change
that has been filed with the
Commission, as well as determining the
“business days” upon which the five day
prefiling and seven day rejection
periods are measured.

The new text in Rule 19b—4(a)(2)
applies to several aspects of the
Commission’s operations concerning the
processing of SRO proposed rule change
filings. First, pursuant to Rule 19b—4(k),
proposed rule filings submitted
electronically by SROs via its Electronic
Form 19b—4 Filing System (“EFFS”) on
a day other than a business day of the
Commission will be accepted by the
Commission, but will have as their date
of filing the next business day, as
defined. For example, if the
Commission is subject to a Federal
government shutdown in the event of a
lapse in appropriations from a Monday
through a Friday, and resumes
operations the following Monday, an
SRO proposed rule change that was
submitted electronically during the
week the Federal government was shut
down would, for purposes of Section
19(b) and Rule 19b—4, receive a filing
date of the Monday the Federal
government resumes operations.

In the event of a day that the Office
of Personnel Management has
announced that Federal agencies in the
Washington, DC area are closed to the
public, a government shutdown in the
event of a lapse in appropriations, or
other circumstances that cause the
Commission to not be open for regular
business, the Commission would
expect, to the extent feasible, to
disseminate through EFFS a general
notification viewable by all SROs
reflecting that any proposed rule
changes that an SRO submits through
EFFS on such day or days will not be
“filed” until the Commission is open for
regular business.

Further, under Rule 19b—4(f)(6), an
SRO is required to submit a prefiling at
least five business days prior to filing a
full 19b—4(f)(6) proposed rule change
with the Commission. Under new

16 The Commission is also redesignating
paragraph (a) of Rule 19b—4 as paragraph (a)(1).

paragraph (a)(2) to Rule 19b—4, for
purposes of counting the five business
day review period, any day that is not

a business day of the Commission is not
counted. For example, if an SRO
submits a prefiling before 5:30 p.m. on
Monday, February 1, and OPM
announces that Federal agencies in the
Washington, DC area, including the
Commission, are closed due to
inclement weather on Tuesday,
February 2 and Wednesday, February 3,
and the Commission subsequently
reopens on Thursday, February 4, then
February 2 and 3 would not be counted
as “business days” that have elapsed for
purposes of the five day prefiling period
specified in Rule 19b—4(f)(6).

Separately, for purposes of the two
business day period within which an
SRO must post a proposed rule change
on its Web site after filing it with the
Commission, or the two business day
period within which an SRO must
update its Web site to reflect changes to
the text of its rules, any non-business
day of the Commission is not counted.”
For example, if an SRO files a proposed
rule change with the Commission on
April 1 (a business day) on or before
5:30 p.m., and the Commission
subsequently is not open for regular
business on April 2 and 3, then April 2
and 3 would not be counted as
“business days” that have elapsed for
purposes of the Web site posting
requirement in Rule 19b—4(1).

Finally, under Section 19(b)(10)(B) of
the Exchange Act, the Commission
generally has seven business days after
the date of receipt of a filing to reject as
improperly filed a filing that does not
comply with the rules of the
Commission relating to the required
form of a proposed rule change.1® Under
new paragraph (a)(2) to Rule 19b—4, for
purposes of counting the seven business
day Commission review period, any
non-business day of the Commission is
not counted. For example, if the
Commission is not open for regular
business on February 1 and 2, but the
Commission reopens on February 3, and
an SRO had submitted a proposed rule
change filing on February 1, February 1
and 2 would not be counted as
“business days” that have elapsed for
purposes of the seven day period
provided under Section 19(b)(10)(B)
because those days would not be
business days.

The amendment to Rule 19b—4(a)(2) is
limited solely to Section 19(b) under the
Exchange Act and Rule 19b—4
thereunder concerning SRO proposed
rule changes. By excluding as business

17 See 17 CFR 240.19b—4(1) and (m), respectively.
18 See supra note 9.

days those days on which the
Commission is not open for regular
business, and therefore lacks personnel
to review proposed rule changes, the
amendment facilitates the statutory
purposes and statutory requirements for
a full and adequate review. Without the
rule change, an SRO’s proposal might go
into effect (e.g., in the case of an
immediately effective filing submitted
pursuant to Section 19(b)(3)(A) of the
Exchange Act) in the absence of
Commission review, publication in the
Federal Register, or an opportunity for
public comment, all of which are
contemplated by the Exchange Act.
Accordingly, the amendment is
intended to support the statutory
framework in which the Commission
reviews and publishes for public
comment all SRO proposed rule changes
to help ensure that SROs carry out the
purposes of the Exchange Act.19

III. Certain Findings

Under the Administrative Procedure
Act (“APA”), notice of proposed
rulemaking is not required when an
agency, for good cause, finds “that
notice and public procedure thereon are
impracticable, unnecessary, or contrary
to the public interest.” 20 The
Commission is making a technical
amendment to Rule 19b—4 to provide
that references to “business days” in
Section 19 of the Exchange Act and Rule
19b—4 mean any day other than a
Saturday, Sunday, Federal holiday, a
day that the Office of Personnel
Management has announced that
Federal agencies in the Washington, DC
area are closed to the public, a day on
which the Commission is subject to a
Federal government shutdown in the

19 For example, national securities exchanges are
subject to Section 6 of the Exchange Act, 15 U.S.C.
78f, which requires, among other things, that the
rules of the SRO be designed to “prevent fraudulent
and manipulative acts and practices, to promote
just and equitable principles of trade * * * [and]
to protect investors and the public interest” and that
they not be designed to “permit unfair
discrimination between customers, issuers, brokers,
or dealers.” 15 U.S.C. 78f (b)(5). In reviewing an
SRO’s proposed rule change, Section 19(b)(2)(C) of
the Exchange Act, 15 U.S.C. 78s(b)(2)(C), provides
the standards for Commission approval of an SRO’s
proposed rule change, which direct the Commission
to consider whether the proposal is consistent with
the Exchange Act and the rules and regulations
thereunder that are applicable to the SRO. For
immediately effective filings, the Commission is
authorized to suspend the proposal “if it appears to
the Commission that such action is necessary or
appropriate in the public interest, for the protection
of investors, or otherwise in furtherance of the
purposes of [the Exchange Act].” 15 U.S.C.
78s(b)(3)(C). Accordingly, Commission review of
SRO proposed rule changes helps ensure that SRO
proposed rule changes are consistent with the
Exchange Act and the rules thereunder that are
applicable to the SRO.

205 U.S.C. 553(b).
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event of a lapse in appropriations, or a
day on which the Commission’s
Washington, DC office is otherwise
closed for regular business due to other
circumstances. The Commission finds
that because the amendment is technical
in nature and pertains to the
Commission’s organization, procedure
or practice, publishing the amendment
for comment is unnecessary.2!

The APA also requires publication of
a rule at least 30 days before its effective
date unless the agency finds otherwise
for good cause.22 For the same reasons
described above with respect to notice
and the opportunity for comment, the
Commission finds good cause for this
technical amendment to take effect
immediately.

IV. Consideration of Burden on
Competition, and Promotion of
Efficiency, Competition and Capital
Formation

Section 3(f) of the Exchange Act,23
provides that whenever the Commission
is engaged in rulemaking and is
required to consider or determine
whether an action is necessary or
appropriate in the public interest, the
Commission shall consider, in addition
to the protection of investors, whether
the action will promote efficiency,
competition, and capital formation.
Section 23(a)(2) of the Exchange Act
requires the Commission, in adopting
rules under the Exchange Act, to
consider the competitive effects of such
rules, if any, and not to adopt a rule that
would impose a burden on competition
not necessary or appropriate in the
furtherance of the purposes of the
Exchange Act.24

Because the amendment to Exchange
Act Rule 19b—4 is technical in nature,
and does not impose any additional
requirements beyond those already
required, we do not anticipate that the
amendment would have a significant
effect on efficiency, competition, or
capital formation, and we do not
anticipate that any competitive
advantages or disadvantages would be
created.

21 For similar reasons, the amendment does not
require analysis under the Regulatory Flexibility
Act (“RFA”) or analysis of major rule status under
the Small Business Regulatory Enforcement
Fairness Act. See 5 U.S.C. 601(2) (for purposes of
RFA analysis, the term “rule” means any rule for
which the agency publishes a general notice of
proposed rulemaking); and 5 U.S.C. 804(3)(C) (for
purposes of Congressional review of agency
rulemaking, the term “rule” does not include any
rule of agency organization, procedure or practice
that does not substantially affect the rights or
obligations of non-agency parties).

22 See 5 U.S.C. 553(d)(3).

2315 U.S.C. 78c(f).

2415 U.S.C. 78w(a)(2).

List of Subjects in 17 CFR Part 240

Brokers, Confidential business
information, Fraud, Reporting and
recordkeeping requirements, Securities.

Statutory Basis and Text of Rules

The Commission is amending 17 CFR
part 240, pursuant to authority set forth
in the Exchange Act, including Sections
19(b) and 23(a).

PART 240—GENERAL RULES AND
REGULATIONS, SECURITIES
EXCHANGE ACT OF 1934

m 1. The authority citation for part 240
continues to read in part as follows:

Authority: 15 U.S.C. 77c, 77d, 77g, 77j,
77s8,77z-2,772-3, 77eee, 77ggg, 77nnn,
77sss, 77ttt, 78c, 78d, 78e, 78f, 78g, 781, 78j,
78j—1, 78k, 78k-1, 781, 78m, 78n, 78n—1, 780,
78p, 78q, 78s, 78u-5, 78w, 78x, 78ll, 78mm,
80a—20, 80a—23, 80a—29, 80a—37, 80b-3, 80b—
4 and 80b—11, and 7210 et seq., 18 U.S.C.
1350, and 12 U.S.C. 5221(e)(3), unless
otherwise noted.

* * * * *

m 2. Amend § 240.19b—4 by:

m a. Redesignating paragraph (a) as

paragraph (a)(1); and

m b. Adding new paragraph (a)(2).
The addition reads as follows:

§240.19b-4 Filings with respect to
proposed rule changes by self-regulatory
organizations.

* * * * *

(a]* * %

(2) For purposes of Section 19(b) of
the Act and this rule, a “business day”
is any day other than a Saturday,
Sunday, Federal holiday, a day that the
Office of Personnel Management has
announced that Federal agencies in the
Washington, DC area are closed to the
public, a day on which the Commission
is subject to a Federal government
shutdown or a day on which the
Commission’s Washington, DC office is
otherwise not open for regular business.
* * * * *

Dated: April 7, 2011.
By the Commission.
Elizabeth M. Murphy,
Secretary.
[FR Doc. 2011-8919 Filed 4-12—11; 8:45 am]
BILLING CODE P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 179

[Docket No. FDA-1998-F-0072] (Formerly
98F-0165)

Irradiation in the Production,
Processing, and Handling of Food

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; denial of requests for
a hearing and response to objections.

SUMMARY: The Food and Drug
Administration (FDA) is responding to
objections and is denying requests that
it received for a hearing on the final rule
that amended the food additive
regulations to provide for the safe use of
ionizing radiation for the reduction of
Salmonella in fresh shell eggs. After
reviewing objections to the final rule
and requests for a hearing, the Agency
has concluded that the objections do not
raise issues of material fact that justify

a hearing or otherwise provide a basis
for revoking or modifying the
amendment to the regulation.

FOR FURTHER INFORMATION CONTACT:
Teresa A. Croce, Center for Food Safety
and Applied Nutrition (HFS-265), Food
and Drug Administration, 5100 Paint
Branch Pkwy., College Park, MD 20740-
3835, 301-436-1281.

SUPPLEMENTARY INFORMATION:
1. Introduction

In the Federal Register of March 20,
1998 (63 FR 13675), FDA published a
notice announcing the filing of a food
additive petition (FAP), FAP 8M4584,
submitted by Edward S. Josephson,
University of Rhode Island, Food
Science and Nutrition Research Center,
to amend the regulations in part 179,
Irradiation in the Production,
Processing, and Handling of Food (21
CFR part 179), to provide for the safe
use of ionizing radiation for the
reduction of Salmonella in fresh shell
eggs. In response to the petition, FDA
issued a final rule in the Federal
Register of July 21, 2000 (65 FR 45280),
permitting the irradiation of fresh shell
eggs for the reduction of Salmonella at
doses not to exceed 3.0 kiloGray (kGy)
(hereafter referred to as the “egg
irradiation rule”). FDA based its
decision on data in the petition and in
its files. In the preamble to the final
rule, FDA outlined the basis for its
decision and stated that objections to
the final rule and requests for a hearing
were due within 30 days of the
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publication date (i.e., by August 21,
2000).

IL. Objections and Requests for a
Hearing

Section 409(f)(1) of the Federal Food,
Drug, and Cosmetic Act (the FD&C Act)
(21 U.S.C. 348(f)(1)) provides that,
within 30 days after publication of an
order relating to a food additive
regulation, any person adversely
affected by such order may file
objections, “specifying with
particularity the provisions of the order
deemed objectionable, stating
reasonable grounds therefor, and
requesting a public hearing upon such
objections.”

Under 21 CFR 171.110 of the food
additive regulations, objections and
requests for a hearing are governed by
part 12 (21 CFR part 12) of FDA’s
regulations. Under § 12.22(a), each
objection must meet the following
conditions: (1) Must be submitted on or
before the 30th day after the date of
publication of the final rule; (2) must be
separately numbered; (3) must specify
with particularity the provision of the
regulation or proposed order objected
to; (4) must specifically state each
objection on which a hearing is
requested; failure to request a hearing
on an objection constitutes a waiver of
the right to a hearing on that objection;
and (5) must include a detailed
description and analysis of the factual
information to be presented in support
of the objection if a hearing is requested;
failure to include a description and
analysis for an objection constitutes a
waiver of the right to a hearing on that
objection.

Following publication of the final rule
permitting the irradiation of fresh shell
eggs for the reduction of Salmonella,
FDA received 26 submissions with
objections to the rule within the 30-day
objection period. All but one of these
submissions either expressed general
opposition to the final rule, or objected
to the rule based on issues that are
outside the rule’s scope such as the
living conditions and practices in
commercial egg production. Although
most of these letters requested a hearing,
no evidence was identified in support of
any of these objections that could be
considered in an evidentiary hearing
(§12.22(a)(5)). Therefore, these
objections do not justify a hearing.* The
Agency will not discuss these

1FDA also received letters after the close of the
objection period that expressed general opposition
to the egg irradiation rule. Tardy objections fail to
satisfy the requirements of 21 U.S.C. 348(f)(1) and
need not be considered by the Agency (see ICMAD
v. HEW, 574 F.2d 553, 558 n.8 (D.C. Cir), cert.
denied, 439 U.S. 893 (1978)).

submissions further. The one
submission raising specific objections
was a letter from Public Citizen (letter
to Docket No. 98F-0165, August 17,
2000). The letter from Public Citizen
sought revocation of the final rule based
on five objections and requested a
hearing on issues raised by each
objection. A more detailed response to
Public Citizen’s objections is found in
section IV of this document. In addition,
FDA also received one letter in support
of the egg irradiation rule.

III. Standards for Granting a Hearing

Specific criteria for deciding whether
to grant or deny a request for a hearing
are set out in § 12.24(b). Under that
regulation, a hearing will be granted if
the material submitted by the requester
shows, among other things, the
following: (1) There is a genuine and
substantial factual issue for resolution at
a hearing; a hearing will not be granted
on issues of policy or law; (2) the factual
issue can be resolved by available and
specifically identified reliable evidence;
a hearing will not be granted on the
basis of mere allegations or denials or
general descriptions of positions and
contentions; (3) the data and
information submitted, if established at
a hearing, would be adequate to justify
resolution of the factual issue in the way
sought by the requestor; a hearing will
be denied if the data and information
submitted are insufficient to justify the
factual determination urged, even if
accurate; and (4) resolution of the
factual issue in the way sought by the
person is adequate to justify the action
requested; a hearing will not be granted
on factual issues that are not
determinative with respect to the action
requested (e.g., if the action would be
the same even if the factual issue were
resolved in the way sought).

A party seeking a hearing is required
to meet a “threshold burden of tendering
evidence suggesting the need for a
hearing” (Costle v. Pac. Legal Found.,
445 U.S. 198, 214 (1980), reh. denied,
446 U.S. 947 (1980), citing Weinberger
v. Hynson, Westcott & Dunning, Inc.,
412 U.S. 609, 620-21 (1973)). An
allegation that a hearing is necessary to
“sharpen the issues” or to “fully develop
the facts” does not meet this test
(Georgia-Pacific Corp. v. U.S. EPA, 671
F.2d 1235, 1241 (9th Cir. 1982)). Ifa
hearing request fails to identify any
factual evidence that would be the
subject of a hearing, there is no point in
holding one. In judicial proceedings, a
court is authorized to issue summary
judgment without an evidentiary
hearing whenever it finds that there are
no genuine issues of material fact in
dispute and a party is entitled to

judgment as a matter of law (see Fed. R.
Civ. P. 56). The same principle applies
in administrative proceedings (see
§12.24).

A hearing request must not only
contain evidence, but that evidence
should raise a material issue of fact
“concerning which a meaningful hearing
might be held” (Pineapple Growers
Ass’nv. FDA, 673 F.2d 1083, 1085 (9th
Cir. 1982)). Where the issues raised in
the objection are, even if true, legally
insufficient to alter the decision, the
Agency need not grant a hearing (see
Dyestuffs and Chemicals, Inc. v.
Flemming, 271 F.2d 281, 286 (8th Cir.
1959), cert. denied, 362 U.S. 911
(1960)). A hearing is justified only if the
objections are made in good faith and if
they “draw in question in a material way
the underpinnings of the regulation at
issue” (Pactra Industries v. CPSC, 555
F.2d 677, 684 (9th Cir. 1977)). A hearing
need not be held to resolve questions of
law or policy (see Citizens for Allegan
County, Inc. v. FPC, 414 F.2d 1125, 1128
(D.C. Cir. 1969); Sun Oil Co. v. FPC, 256
F.2d 233, 240 (5th Cir.), cert. denied,
358 U.S. 872 (1958)).

Even if the objections raise material
issues of fact, FDA need not grant a
hearing if those same issues were
adequately raised and considered in an
earlier proceeding. Once an issue has
been so raised and considered, a party
is estopped from raising that same issue
in a later proceeding without new
evidence. The various judicial doctrines
dealing with finality, such as collateral
estoppel, can be validly applied to the
administrative process (see Pac.
Seafarers, Inc. v. Pac. Far East Line,
Inc., 404 F.2d 804, 809 (D.C. Cir. 1968),
cert. denied, 393 U.S. 1093 (1969)). In
explaining why these principles ought
to apply to an agency proceeding, the
U.S. Court of Appeals for the District of
Columbia Circuit wrote: “The
underlying concept is as simple as this:
Justice requires that a party have a fair
chance to present his position. But
overall interests of administration do
not require or generally contemplate
that he will be given more than a fair
opportunity.” Retail Clerks Union, Local
1401 v. NLRB, 463 F.2d 316, 322 (D.C.
Cir. 1972); see also Costle v. Pac. Legal
Found., 445 U.S. at 215-17).

IV. Analysis of Objections and
Response to Hearing Requests

The letter from Public Citizen
contains five numbered objections and
requests a hearing on each of them. FDA
addresses each of the objections in this
document, as well as the evidence and
information filed in support of each,
comparing each objection and the
information submitted in support of it to
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the standards for granting a hearing in
§ 12.24(b).

A. Findings of Study Co-Authored by
Donald Thayer

The first objection raised by Public
Citizen in response to this rule contends
that the Agency misrepresented the
findings of the 1990 study co-authored
by Donald Thayer (Ref. 1). Specifically,
the rule (65 FR 45280 at 45281) states,
“x * * S enteritidis was found to have
similar sensitivities to ionizing radiation
as five other strains of Salmonella” (S.
is referring to Salmonella) when, in the
original study, Thayer et al. state,

“S. enteritidis was significantly more
resistant to ionizing radiation than the
other five strains of Salmonella tested

* * *” Public Citizen asserts that by
stating the findings in this manner FDA
gives “* * * the false impression that
the same level of radiation can be used
to eliminate S. enteritidis as other
strains of Salmonella.”

The full sentence in the final rule
states that “Salmonella strains, in
addition to S. enteritidis, in fresh shell
eggs should also be reduced by
irradiation since S. enteritidis was
found to have similar sensitivities to
ionizing radiation as five other strains of
Salmonella * * *.” (65 FR 45280 at
45281). The reasoning supporting the
statement’s conclusion is that because
irradiation reduces S. enteritidis it
would be expected to reduce other
strains of Salmonella. To the extent that
S. enteritidis is more resistant to
ionizing radiation than the other strains,
the conclusion is strengthened. Further,
FDA made clear in the final rule that
irradiation of fresh shell eggs at the
doses requested in the petition will
reduce, but not entirely eliminate,
microorganisms in eggs (65 FR 45280 at
45281).

FDA evaluated data provided by the
petitioner on the absorbed radiation
required to achieve inactivation of S.
enteritidis in shell eggs. The data
showed that irradiation at a dose as low
as 1 kGy reduces the viability of S.
enteritidis by 3-logio (99.9 percent
reduction) (Ref. 2). These data are
comparable to the results seen by
Thayer, et al., in a similar medium
inoculated with S. enteritidis, which
showed a 3- to 4-logo reduction of this
pathogen at a dose of 1 kGy (Ref. 1).
Furthermore, the standards for
microbiological safety of fresh shell eggs
are independent of the final rule
permitting the irradiation of fresh shell
eggs. Irradiation is a potential control
point in the mitigation of S. enteritidis
and other food-borne pathogens. The
rule is not predicated on the approved
treatment, by itself, resulting in fresh

shell eggs that are pathogen-free. FDA is
denying the request for a hearing on this
point because the action would be the
same even if the factual issue were
resolved in the manner sought

(§12.24(b)(4)).
B. Vitamin A Loss

In the egg irradiation final rule, FDA
states that the vitamin A retention
resulting from the irradiation of shell
eggs at a maximum absorbed dose of
1.0 kGy (65 FR 45280 at 45281) yields
a relative retention rate of 76 percent
following a 24-day storage period.
Public Citizen asserts that the final rule
misrepresents the vitamin A loss from
fresh shell eggs following irradiation at
3.0 kGy because FDA based these
conclusions on vitamin A loss from the
results of a study that used a maximum
dose of 1.0 kGy compared to the
maximum petitioned dose of 3.0 kGy,
whereas another study in the petition
showed that vitamin A retention by the
eggs irradiated at 3.1 kGy and stored for
2,15, and 33 days was 41.8 percent,
35.5 percent, and 20.1 percent,
respectively (Refs. 3 and 4).

The studies that Public Citizen refers
to were included in the petition and
were analyzed and considered when
making the safety assessment. FDA
acknowledges that stating a vitamin A
retention in the range of 20.1 to 35.5
percent is more appropriate in light of
the maximum petitioned dose.
Importantly, in its review of the
petition, FDA considered the health
implications from vitamin A loss in eggs
at the maximum petitioned dose and
concluded that the effect on health from
this vitamin loss is not significant
because a variety of foods provide
vitamin A and the intake of other foods
can compensate for any loss (Refs. 5 and
6).
The issue raised by Public Citizen
must be a material issue concerning
which a meaningful hearing might be
held (Pineapple Growers Ass’n v. FDA,
673 F.2d at 1085). The Agency
recognizes that irradiation can produce
nutrient losses under some conditions
and has concluded that such effects are
not a safety concern under the
conditions of this regulation. To justify
a hearing on the vitamin A issue, Public
Citizen must provide evidence that the
nutritional loss in a food irradiated
under the conditions of this regulation
raises a safety concern because of its
cumulative effect on the human diet
(see 21 U.S.C. 348(c)(5)(B)). While FDA
has the ultimate burden of proof when
it approves the use of a food additive,
once the Agency makes a finding of
safety in a listing document, the burden
shifts to an objector to come forward

with evidence that raises a material
issue of fact with regard to FDA’s
conclusion (American Cyanamid Co. v.
FDA, 606 F.2d 1307, 1314 (DC Cir.
1979)). Public Citizen has submitted no
information to support that vitamin A
loss in fresh shell eggs irradiated under
the conditions of the regulation is a
safety concern. Therefore, this objection
does not raise a genuine and substantial
issue of fact for resolution at a hearing.
FDA is denying the request for a hearing
on this point because a hearing will not
be granted if there is no genuine and
substantial factual issue to be resolved

(§12.24(b)(1)).

C. Analysis of Effects of Irradiation on
Egg Yolk Carotenoids

Public Citizen asserts that FDA’s
analysis regarding the effects of
irradiation on egg yolk carotenoids is
flawed because the information used to
analyze the nutritional information of
egg yolk carotenoids is based on doses
of 0.5 kGy and 1.0 kGy, not the
petitioned maximum of 3.0 kGy.

FDA acknowledges that Agency’s
analysis of the effects of irradiation on
egg yolk carotenoids was based on
studies performed at lower doses than
the petitioned maximum dose of
3.0 kGy; however, because there are a
number of commonly consumed foods
that are substantial sources of
carotenoids in the diet, including
yellow corn, carrots, and squash (Ref. 7),
FDA has no health concerns about the
loss of carotenoids in the diet from the
irradiation of eggs. Public Citizen’s
request for hearing suggests that there is
potential for harm from the loss of
carotenoids resulting from the
irradiation of shell eggs, without
providing any evidence to support this
suggestion. An objector must make an
adequate proffer of evidence to support
its allegations and to show that they
provide a basis on which to call into
question the Agency’s conclusions. A
hearing will be denied if the
Commissioner of Food and Drugs (the
Commissioner) concludes that the data
and information submitted are
insufficient to justify the factual
determination urged, even if accurate
(§ 12.24(b)(3)). FDA concludes that the
data and information are insufficient;
therefore, FDA is denying the request
for a hearing based on this objection.

D. Request for Updated Analysis for
Irradiation of Fresh Shell Eggs Not To
Exceed 3.0 kGy

Public Citizen objects to the egg
irradiation final rule on the grounds that
the Agency did not adequately update
“[nlumerous issues raised in the two
initial analysis [sic]” after the petition
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was amended to allow for doses up to
3.0 kGy from 1.7 kGy.

When the petition (FAP 8M4584) was
originally submitted, the maximum
petitioned dose was 1.7 kGy. The
petition was subsequently amended to
increase the maximum dose to 3.0 kGy
and additional chemistry and toxicology
reviews were performed by FDA
following this amendment. Based on
these reviews, FDA concluded that the
3.0 kGy dose for shell eggs did not
change the general conclusions from the
original reviews (Refs. 3 and 6). Public
Citizen neither specifies the
“[nJumerous issues” nor does it provide
any information that would cause the
Agency to change its conclusion that the
consumption of irradiated shell eggs is
safe.

A hearing will be denied if the
Commissioner concludes that the data
and information submitted are
insufficient to justify the factual
determination urged, even if accurate
(§12.24(b)(3)). FDA concludes that the
data and information are insufficient;
therefore, FDA is denying the request
for a hearing based on this objection.

E. Bureau of Foods Irradiated Food
Committee Report of 1980

Public Citizen alleges that FDA failed
to follow all of the recommendations
put forth in 1980 by the Bureau of Foods
Irradiated Food Committee (BFIFC)
regarding the evaluation of irradiated
foods. Specifically, Public Citizen
quotes the following from a BFIFC
report: “Foods irradiated at doses above
100 Krad [1 kGy] and comprising more
that 0.01% of the diet are estimated to
contain URPs [Unique Radiolytic
Products] in sufficient quantity to
warrant toxicological evaluation.
[T]ests must be performed on extracts in
which the concentration of radiolytic
products is maximized” (Ref. 8).

Public Citizen then states that there is
no indication in the egg irradiation rule
or its references that such tests were
conducted or reviewed by the FDA
before the petition was approved.

The assertion that FDA failed to
comply with recommendations set forth
by the BFIFC committee has been raised
previously by Public Citizen and others
and has been responded to by the
Agency in the molluscan shellfish final
rule (70 FR 48057 at 48069, August 16,
2005) and in other previous rulemakings
regarding the irradiation of food (see,
e.g., 53 FR 53176 at 53179, December
30, 1988, and 62 FR 64102 at 64105,
December 3, 1997).

As discussed previously, the BFIFC
report was an internal document
prepared by FDA scientists that
provided recommendations for

I

evaluating the safety of irradiated foods
based on the known effects of food
irradiation and on the capabilities of
toxicological testing. The report was
made available to the public for
comment in the Federal Register of
March 27, 1981 (46 FR 18992). While
the report and the comments received
on it have aided FDA’s thinking
regarding the safety testing of irradiated
foods, the report established no
requirements. Furthermore, FDA has not
adopted regulations that require
toxicological testing of a food additive if
that additive constitutes a certain
portion of the diet, and Public Citizen
has not cited any regulation that
imposes such a requirement.

In addition, the understanding of
radiolytic products produced by the
irradiation of foods has evolved since
1980. As noted in the egg irradiation
final rule, “Im]ost of the radiolysis
products [of shell egg irradiation up to
3kGy] are either the same as, or
structurally similar to, compounds
found in foods that have not been
irradiated, and are formed in very small
amounts.” (65 FR 45280). Similarly, in
the Federal Register of December 3,
1997, for the Agency rulemaking on
irradiation of refrigerated or frozen
uncooked meat, meat byproducts, and
certain meat food products to control
food-borne pathogens and extend
product shelf-life, FDA concluded that,
“[i]n irradiated flesh foods, most of the
radiolytic products derived from
proteins have the same chemical
composition but are altered in their
secondary and tertiary structures. These
changes are similar to those that occur
as a result of heating, but in the case of
irradiation, such changes are far less
pronounced and the amounts of reaction
products generated are far lower.” (62
FR 64107 at 64110, December 3, 1997).

Consistent with section 409 of the
FD&C Act, the Agency’s decision on the
safety of the irradiation of fresh shell
eggs was based on the entire record.
FDA reviewed and evaluated studies
submitted in the petition as well as
additional toxicology studies of
irradiated foods, including red meat,
chicken, fish and eggs, which are
available in Agency files. Included in
the data considered by the FDA in
review of the petition were at least three
studies conducted specifically on
irradiated eggs.

Once the Agency makes a finding of
safety in an approval document, the
burden shifts to an objector to come
forward with evidence that calls into
question FDA’s conclusion (see
§12.24(b)(2)). Although Public Citizen
alleged that the rule did not comply
with the recommendations in the BFIFC

report, Public Citizen did not present
any evidence that these alleged
inconsistencies, even if true, would
have led to a different conclusion
concerning the safety of irradiation of
fresh shell eggs. Therefore, FDA is
denying this objection and request for a
hearing because it raises no factual issue
that, even if resolved in the way sought
by the objection, would justify the
action requested (§ 12.24(b)(4)).

V. Summary and Conclusion

Section 409 of the FD&C Act requires
that a food additive be shown to be safe
prior to marketing. Under 21 CFR
170.3(i), a food additive is “safe” if
“there is a reasonable certainty in the
minds of competent scientists that the
substance is not harmful under the
intended conditions of use.” In the
Agency’s July 21, 2000, final rule
approving the use of irradiation of fresh
shell eggs, FDA concluded, based on its
evaluation of the data submitted in the
petition and other relevant material, that
this use of irradiation is safe for its
intended use for the reduction of
Salmonella in fresh shell eggs.

The petitioner has the burden to
demonstrate the safety of the additive to
gain FDA approval. However, once FDA
makes a finding of safety in an approval
document, the burden shifts to an
objector, who must come forward with
evidence that calls into question FDA’s
conclusion (see section 409(f)(1) of the
FD&C Act).

Despite its allegations, Public Citizen
has not established that FDA overlooked
significant information in the record
while reaching its conclusion that the
use of irradiation for reduction of
Salmonella in fresh shell eggs is safe.
Therefore, the Agency has determined
that the objections requesting a hearing
do not raise any genuine and substantial
issue of fact that would justify an
evidentiary hearing (§ 12.24(b)).
Accordingly, FDA is not making any
changes in response to the objections
and is denying the requests for a
hearing.

VI. References

The following references are on
display in the Division of Dockets
Management (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20857, under
Docket No. FDA-1998-F-0072
(formerly 98F-0165) and may be seen by
interested persons between 9 a.m. and
4 p.m., Monday through Friday. (FDA
has verified the Web site address, but
FDA is not responsible for any
subsequent changes to the Web site after
this document publishes in the Federal
Register.)
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BILLING CODE 4160-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 610
[Docket No. FDA-2010-N-0099]

Revision of the Requirements for
Constituent Materials

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
biologics regulations to permit the
Director of the Center for Biologics
Evaluation and Research (CBER) or the
Director of the Center for Drug
Evaluation and Research (CDER), as
appropriate, to approve exceptions or
alternatives to the regulation for
constituent materials. A request for an
exception or alternative will be
considered for approval when the data
submitted in support of such a request
establish the safety, purity, and potency
of the biological product for the
conditions of use, including indication
and patient population, for which the
applicant is seeking approval. FDA is
taking this action due to advances in

developing and manufacturing safe,
pure, and potent biological products
licensed under the Public Health
Service Act (the PHS Act) that, in some
instances, render the existing
constituent materials regulation too
prescriptive and unnecessarily
restrictive. This rule provides
manufacturers of biological products
with flexibility, as appropriate, to
employ advances in science and
technology as they become available,
without diminishing public health
protections.

DATES: This rule is effective May 13,
2011.

FOR FURTHER INFORMATION CONTACT: Paul
E. Levine, Jr., Center for Biologics
Evaluation and Research

(HFM-17), Food and Drug
Administration, 1401 Rockville Pike,
Suite 200N, Rockville, MD 20852—-14438,
301-827-6210.

SUPPLEMENTARY INFORMATION:

I. Background

In the Federal Register of March 30,
2010 (75 FR 15639), FDA published a
proposed rule to amend the regulations
for constituent materials under §610.15
(21 CFR 610.15). Constituent materials
include ingredients, preservatives,
diluents, adjuvants, extraneous protein
and antibiotics that are contained in a
biological product. FDA is amending the
regulation for constituent materials to
allow the Director of CBER or the
Director of CDER, as appropriate, to
approve an exception or alternative to
the requirements under § 610.15. An
exception or alternative will be
considered for approval when the data
submitted in support of such a request
establish the safety, purity, and potency
of the biological product for the
conditions for which the applicant is
seeking approval. Under the final rule,
the Director of CBER or CDER would not
approve an exception or alternative
when the data or the conditions of use,
including indication and patient
population, for which the applicant is
seeking approval, do not provide a
sufficient scientific and regulatory basis
for such an approval.

The final rule provides manufacturers
of biological products with flexibility, as
appropriate, to employ advances in
science and technology, as they become
available. However, the final rule does
not diminish public health protections
that are provided by existing laws and
regulations. The final rule gives
manufacturers the potential to employ
advances in science and technology if
the data provide a sufficient regulatory
basis for approval of the product. This
means that each manufacturer’s request

for an exception or alternative will be
considered on a case-by-case basis to
determine whether the product at issue
meets the statutory and regulatory
criteria for safety, purity, and potency
for use in the intended population. The
Director of CBER or CDER will only
approve a request for an exception or
alternative after determining that the
particular request meets this prescribed
criteria for the intended population.
Examples of how the final rule provides
flexibility (such as alternatives to the
use of preservatives and modifications
to the amount of aluminum permitted in
certain biological products), without
diminishing public health protections,
are provided in the paragraphs that
follow.1

Standards for certain constituent
materials present in biological products
are provided under § 610.15. Section
610.15(a) requires that all ingredients
used in a licensed product, and any
diluent provided as an aid in the
administration of the product, meet
generally accepted standards of purity
and quality. Any preservative used must
be sufficiently nontoxic so that the
amount present in the recommended
dose of the product will not be toxic to
the recipient, and in the combination
used, it must not denature the specific
substances in the product to result in a
decrease below the minimum acceptable
potency within the dating period when
stored at the recommended temperature.
Products in multiple-dose containers
must contain a preservative, except that
a preservative need not be added to
Yellow Fever Vaccine; Poliovirus
Vaccine Live Oral; viral vaccines
labeled for use with the jet injector;
dried vaccines when the accompanying
diluent contains a preservative; or to an
allergenic product in 50 percent or more
volume in volume (v/v) glycerin.
Furthermore, under §610.15, an
adjuvant must not be introduced into a
product unless there is satisfactory
evidence that it does not affect
adversely the safety or potency of the
product.

Section 610.15(a) also requires that
the amount of aluminum in the
recommended individual dose of a
biological product not exceed:

1. 0.85 milligrams if determined by
assay;

1 Although specific examples for use of
extraneous protein and antibiotics are not provided,
the final rule also allows for flexibility in applying
the existing standards for extraneous proteins and
antibiotics (§ 610.15(b) and (c)); provided that each
request for an alternative or exception to these
requirements is supported by data that establish the
safety, purity, and potency of the biological
product.
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2. 1.14 milligrams if determined by
calculation on the basis of the amount
of aluminum compound added; or

3. 1.25 milligrams determined by
assay provided that data demonstrating
that the amount of aluminum used is
safe and necessary to produce the
intended effect are submitted to and
approved by the Director of CBER or the
Director of CDER.

Section 610.15 establishes standards
for the presence of certain constituent
materials in licensed, biological
products and/or strictly limits the
amount of certain constituent materials
present in licensed biological products.
However, in order to employ
advancements in science and
technology to benefit the public health,
flexibility in applying these regulatory
standards is needed.

For example, §610.15 contains
specific requirements as to
preservatives. Preservatives are
compounds that kill or prevent the
growth of micro-organisms, particularly
bacteria and fungi. The current
requirements for preservatives were
based, at least in part, on reports from
scientific literature concerning serious
injuries and deaths associated with
bacterial contamination of multiple-
dose containers of vaccines that did not
contain a preservative.2 As discussed
previously, § 610.15 provides for limited
exceptions from the preservative
requirement. These exceptions include
live viral vaccines that had been
licensed under section 351 of the PHS
Act (42 U.S.C. 262) and that were in
production when the National Institutes
of Health (NIH) issued the 1968
regulation.34

Preservatives in multiple-dose
containers have a long record of safe
and effective use in preventing
microbial growth in the event that the
vaccine is accidentally contaminated, as
might occur with repeated punctures of
a multiple-dose container. Even though
the use of preservatives has significantly

2 See “The National Vaccine Advisory Committee
Sponsored Workshop on Thimerosal Vaccines,” pp.
21-25, August 11, 1999. See also Wilson, Graham
S., Hazards of Immunization, 1967.

3With the creation of NIH, NIH had regulatory
authority over biological products until 1972, at
which time they were transferred to FDA. NIH
issued the precursor regulation to constituent
materials, § 610.15, in the Federal Register of
January 10, 1968 (33 FR 367 at 369). See the Federal
Register notice of June 29, 1972 (37 FR 12865) and
the Federal Register notice of August 9, 1972 (37
FR 15993), for more information concerning the
transfer of authority from NIH to FDA and how the
regulations pertaining to biological products under
21 CFR part 73 were transferred to the then newly
established 21 CFR part 273.

4Biological products had contained preservatives
prior to 1968. “The National Vaccine Advisory
Committee Sponsored Workshop on Thimerosal
Vaccines,” p. 24, August 11, 1999.

declined in recent years with the use of
products filled in single-dose containers
that do not require addition of a
preservative, some biological products
such as inactivated influenza virus
vaccines are still presented in multi-
dose containers with a preservative. The
use of preservatives could also decline
further as manufacturers develop and
employ new technologies, such as
multi-dose adaptors to prevent
contamination of products in multiple-
dose containers, without the use of
preservative.

However, the current regulation under
§610.15(a) does not provide FDA with
flexibility to consider situations (outside
of the listed exceptions) in which to
allow the use of preservative-free
vaccines in multiple-dose containers. It
is necessary for FDA to have flexibility
in applying the regulatory requirements
for preservatives when, for example,
state-of-the art technologies, such as the
development of devices to ensure
aseptic withdrawing offer a safe
alternative to the use of preservatives in
multiple-dose containers. The final rule
permits the Director of CBER or the
Director of CDER to approve a request
to market a biological product in
multiple-dose containers without the
use of a preservative, if the
manufacturer demonstrates that
sufficient measures, such as an aseptic
withdrawing technique through the use
of an appropriate device, ensure that the
product continues to meet the statutory
and regulatory requirements for safety,
purity, and potency. Thus, the final rule
allows flexibility in the use of
advancements in technology to provide
a public benefit, while continuing to
ensure the safety, purity, and potency of
the product.

Another example where it is
necessary for FDA to have flexibility in
applying current regulatory
requirements pertains to the amount of
aluminum permitted under § 610.15(a)
in the recommended single human dose
of a biological product. Aluminum, in
the form of an aluminum salt, is used as
an adjuvant in certain biological
products. The existing regulation limits
the amount of aluminum per dose to no
more than 0.85 milligrams (mg) if
determined by assay or 1.14 mg if
determined by calculation on the basis
of the amount of aluminum compound
added. In 1981, FDA amended
§610.15(a) to increase the permissible
level of aluminum per dose to 1.25 mg
both to make the regulation consistent
with World Health Organization
standards,® and because it appeared that

5More specifically, the amendment permitted the
use of up to 1.25 mg per dose of aluminum

certain groups (such as renal dialysis
patients), who were understood to be at
high risk of contracting hepatitis, might
require a higher dosage of the hepatitis
B vaccine, which would in turn, require
amounts of aluminum as high as 1.25
mg per dose. (See “General Biological
Products Standards; Aluminum in
Biological Products,” 46 FR 51903,
October 23, 1981. See also “General
Biological Products Standards for
Aluminum in Biological Products,” 46
FR 23765, April 28, 1981).

The aluminum content per dose in the
formulation of a licensed biological
product, as specified in § 610.15(a),
reflects the NIH Minimum
Requirements for Diphtheria Toxoid
(1947) 6 and Tetanus Toxoid (1952).7
The final rule does not alter the existing
requirements regarding the amount of
aluminum in a biological product.
Instead, in a change that is analogous to
the one FDA issued in 1981, involving
the groups who were at high risk of
contracting hepatitis, the final rule
allows either the Director of CBER or the
Director of CDER to approve an
exception or alternative when the
Director determines that a biological
product meets the requirements for
safety, purity, and potency for the
conditions for which the applicant is
seeking approval, but contains an
amount of aluminum that is higher than
currently permitted by §610.15. For
example, the final rule permits the
Director of CBER or CDER to approve a
manufacturer’s request for an exception
to use a proposed therapeutic vaccine
for treating individuals with cancer,
when the proposed vaccine contains
aluminum levels higher than currently
allowed but still meets the requirements
of safety, purity, and potency.

II. Clarifications to the Preamble of the
Proposed Rule

FDA received comments on the rule
from manufacturers, private and public
interest groups, and the general public.
In response to comments expressing
concerns about the safety of a licensed
product for which FDA grants an
exception or alternative to current
regulations, FDA emphasizes that a
manufacturer’s request for an exception
or alternative will not be approved
unless the submitted data meet the

determined by assay provided that data
demonstrating that the amount of aluminum used
is safe and necessary to produce the intended effect
are submitted to and approved by the Director,
Bureau of Biologics. “General Biological Products
Standards; Aluminum in Biological Products,” (46
FR 51903, October 23, 1981).

6 NIH, Minimum Requirements for Diphtheria
Toxoid, 4th Revision, 1947.

7 NIH, Minimum Requirements for Tetanus
Toxoid, 4th Revision, 1952.
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statutory and regulatory criteria for
safety, purity, and potency for use in the
intended population. FDA also
emphasizes that the product at issue
must be shown to be safe, pure, and
potent for the conditions of use,
including proposed indication and
patient population, for which the
applicant is seeking approval, in
determining whether the product may
be approved. FDA further clarifies that
consideration for approval of a request
will be done case-by-case and will be
based on review of the data submitted
in support of a request.

In addition, in response to comments,
FDA clarifies that there is both a need
for FDA to have flexibility in applying
the regulatory standards in § 610.15, and
a need for manufacturers to have
flexibility in employing advancements
in science and technology for
developing new safe, pure, and potent
alternatives to current products. FDA
provides more discussion on the need
for flexibility in the responses to
comments on the proposed rule.

FDA considered all comments
received in response to the proposed
rule and has determined that the
proposed rule should be issued as a
final rule. Accordingly, FDA is issuing
as a final rule the amendment to
§610.15 under paragraph (d) to permit
the Director of CBER or the Director of
CDER, as appropriate, to approve an
exception or alternative to the
regulatory requirements for constituent
materials, when the data submitted with
the request for approval of an exception
or alternative establish the safety,
purity, and potency of the biological
product, and is acceptable for use in the
intended population. All requirements
under § 610.15 remain in effect, except
those for which the Director approves
an exception or alternative. FDA
approval of an exception or alternative
will be done case-by-case, based on the
data submitted for a specific product.
Manufacturers seeking approval of an
exception or alternative must submit a
request in writing. The request may be
submitted as part of the original
biologics license application (BLA) or as
an amendment to the original, pending
application or as a prior approval
supplement to an approved application.

III. Comments on the Proposed Rule

FDA received 15 letters of comment
on the proposed rule, not including 1
duplicate letter from the same
commenter. As stated previously, these
comments were received from
manufacturers, private and public
interest groups, and the general public.
Several of the comments supported the
proposed rule and several comments

disagreed with the proposed rule. Some
of the comments on the proposed rule
were similar to or duplicates of other
comments received, and have been
grouped together, where appropriate, to
facilitate a uniform response.

To make it easier to identify the
comments and our corresponding
responses, the word “Comment”
followed by a number is placed in
parentheses and is used to indicate a
particular comment or set of similar
comments, as appropriate. The word
“Response” in parentheses precedes
FDA’s response to a comment. The
order of comments and responses, as
listed, do not represent a value assigned
to the comment but is used for
organizational purposes only.

(Comment 1) Several comments
supported the proposed rule. One such
comment praised the rule for
broadening the potential capacity for
biologics manufacturers to provide
medicines to the public without
compromising the high level
expectation of demonstrating safety,
purity, and potency. Another comment
supported the proposed rule for
providing a means to advance
“innovative science” and applications of
use. Yet another comment expressed
interest in seeing the “reasonable
flexibility” provided in the proposed
rule extended to other
biopharmaceutical fields. Still another
comment found the conditions and
recommendations in the proposed rule
to be comprehensible and useful.

(Response) FDA acknowledges and
appreciates the supportive comments.
As previously stated, the rule allows
FDA the flexibility to approve an
exception or alternative to the
constituent materials regulation,
without diminishing public health
protections. As such, the final rule
provides patients safe access to
important products resulting from
advances in science and technology.
FDA continues to review existing
regulations and may propose
modification of these regulations as
appropriate for public health and safety.

(Comment 2) One comment requests
clarification as to whether a request for
an exception or alternative to the
requirements under § 610.15 can be
made earlier in clinical development
rather than waiting until submitting the
original BLA.

(Response) FDA clarifies that
although a manufacturer may submit a
request for an exception or alternative
early in the clinical development of a
biological product, FDA considers such
a request to be timely when the data
intended to support the request
establish the safety, purity, and potency

of the biological product for its intended
use. In developing data necessary to
support a request for an exception or
alternative, manufacturers must comply
with all applicable laws and regulations,
including the procedures and
requirements for investigational new
drug applications (INDs) and BLAs
under parts 312 and 601 (21 CFR parts
312 and 601). Only after FDA
determines that the biological product
meets the statutory and regulatory
criteria for safety, purity, and potency,
and is acceptable for use in the intended
population, may the Director of CBER or
CDER approve a request for an
exception or alternative.

However, FDA strongly encourages
early communication from
manufacturers intending to submit a
request for an exception or alternative to
the requirements under § 610.15. This
includes pre-IND and IND
communications by which
manufacturers may seek FDA advice
concerning issues such as data needed
to support the rationale for testing a
biological product in humans, the
design of nonclinical pharmacology,
toxicology, and drug activity studies,
initial development plans for the
biological product, and regulatory
requirements for demonstrating safety,
purity, and potency. Early
communications between FDA and
manufacturers, as described previously,
are intended to be advisory and are not
to be interpreted as approval of a
request for an exception or alternative.

(Comment 3) One comment requests
agreement from FDA that sponsors may
administer multiple doses taken from
individual preservative-free multi-dose
vials in clinical trials prior to licensure,
as long as the sponsor follows pre-
approved aseptic procedures in defined
time periods to support this format as
part of the original license application.

(Response) FDA does not agree with
the comment. The current regulation for
preservatives requires that products in
multiple-dose containers contain a
preservative, with listed exceptions. The
final rule provides the Director of CBER
or CDER with flexibility to approve a
request for an exception or alternative to
this requirement. However, FDA will
consider each request for an exception
or alternative on a case-by-case basis
and approval of such a request will be
based on the determination that the data
submitted with the request establishes a
regulatory basis for approval. Sponsors
seeking to investigate the use of a new
biological product in humans must
follow the procedures and requirements
for investigational drugs under part 312.
(See also Response to Comment 4).
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(Comment 4) Several comments
opposed the proposed rule because the
commenters understood the rule to give
the Director of CBER or CDER sole
authority in the decisionmaking process
to approve a request for an exception or
alternative. Another comment stated
that the proposed rule does not allow
for a deliberative process for vaccine
ingredient changes. Other comments
stated that the drug industry had too
much influence upon government
agencies including FDA, and that all
decisions about additives should reside
with many experts, in order to avoid the
potential of undue influence. One
comment seeks greater transparency
from FDA and manufacturers for all
aspects of biologics. Another comment
states that all changes to medicine,
particularly those “which are proscribed
by some government entities, should be
subject to a public review.”

(Response) FDA acknowledges and
appreciates all comments on the
proposed rule. FDA agrees with
comments supporting public review and
transparency. However, FDA disagrees
with the comments opposing the
authority of the Director of CBER or
CDER to approve a biologic product.
FDA also disagrees with the comments
that the rule places the decisionmaking
process in the hands of one person, does
not allow for a deliberative process for
vaccine ingredient changes, and that
manufacturers will have an undue
influence in the approval process.

Under the provisions of the PHS Act,
and the Federal Food, Drug, and
Cosmetic Act (the FD&C Act), FDA has
the authority to issue and enforce
regulations designed to ensure that
biological products are safe, pure, and
potent. Through delegations of
authority,? the Directors of CBER and
CDER have been given the authority to
approve biological products. Thus, the
Directors of CBER and CDER may
approve a biologic product determined
to be safe, pure, and potent, based on
factors that include review of data, and
in some cases, taking into account
recommendations and input from
independent experts (e.g., advisory
committees), input from interested
parties, and public comments.

The PHS Act and the FD&C Act
provide FDA with the authority to issue
regulations that not only establish the

8 Delegations of authority give certain officials in
CBER and CDER the legal authority to take
substantive actions and perform certain functions of
the Commissioner of Food and Drugs. Staff Manual
Guide 1410.702 available on the Internet at
http://www.fda.gov/AboutFDA/
ReportsManualsForms/StaffManualGuides/
ucm049563.htm (accessed October 22, 2010); “Drug
and Biological Product Consolidation,” (68 FR
38067, June 26, 2003).

requirements for product approvals but
also establish the requirements for
clinical investigations of unapproved
biologics (21 U.S.C. 355(i) and 42 U.S.C.
262(a)(2)(A)). In accordance with part
312, manufacturers seeking to
investigate the use of a new biological
product in humans must follow
specified procedures and requirements
for investigational biological products.
During the IND process, manufacturers
must submit, for FDA review, data and
proposals for additional studies
intended to support the safety, purity,
and potency of a biological product.
Manufacturers also are required to
provide information on patient
outcomes and adverse events observed
during this investigation. FDA reviews
the submitted data and, upon
determining that the biological product
does not represent an unreasonable risk
to the safety of the persons who are the
subjects of the clinical investigation,
will allow a manufacturer to proceed
with the investigational use of a
biological product. A manufacturer,
after developing data to support
approval, may submit a BLA to FDA for
review and approval.

Under §601.2, the Director of CBER or
CDER may approve a manufacturer’s
application for a biologics license only
after a manufacturer submits an
application accompanied by data
derived from nonclinical laboratory and
clinical studies that demonstrate that
the manufactured product meets
requirements of safety, purity, and
potency. These data are reviewed by
appropriate experts to determine
whether the application meets the
statutory and regulatory requirements.
In addition to the recommendations
made by these experts, the Director of
CBER or CDER may seek input from
other sources within and outside of FDA
to determine whether the application
should be approved. Further, FDA
closely monitors the safety of a
biological product during its pre-
approval and post-approval
development, and may take corrective
action, as necessary to protect the
public.

In addition to the review process
described previously, a sponsor,
applicant, or manufacturer of a
biological product regulated under the
PHS Act (42 U.S.C. 262), may request
review of a scientific controversy by an
appropriate scientific advisory panel
(§10.75(b)(2) (21 CFR 10.75(b)(2)). Also,
under § 10.75(c), interested persons
outside of FDA may request internal
review of a decision through established
FDA channels of supervision or review.

Thus, the current regulations establish
procedures for review and evaluation of

biological products, which include
review by appropriate internal and
external experts. In addition, the current
regulations allow for public and private
entities to participate in FDA’s review
process, as appropriate. This process
serves to increase transparency and
helps ensure that the public health is
protected. The final rule maintains these
important regulatory procedures and
requirements while increasing FDA'’s
flexibility in employing advances in
science and technology.

(Comment 5) Several comments
opposed the proposed rule because the
commenters believe the rule would
make the use of vaccines less safe. One
commenter stated that FDA is ignoring
its mandate to make vaccines safer by
any and all means at its disposal; that
FDA is making vaccines less safe by
removing the certainty as to the
minimum standards that a biological
product must meet; and that the
proposed rule does not require that the
written requests for such exemptions or
alternatives include the appropriate
proofs (toxicological and
immunological) of the short-term and
long-term safety to the most susceptible
humans. A few comments stated that an
increase in the amount of aluminum
may compromise the safety of vaccines.
Another comment stated that families
do not feel that the current regulations
are “too prescriptive and unnecessarily
restrictive,” and that families would
prefer more stringent rules. Other
comments discussed specific concerns
with already-approved vaccines.

(Response) FDA acknowledges these
comments, as many of the issues were
considered in drafting the proposed
rule. However, FDA disagrees with the
assertion that the rule will result in a
decrease in the safety of vaccines and
other biological products for which a
request for an exception or alternative to
any requirement under § 610.15 is made
and approved. These regulations will
continue to be the criteria by which all
license applications will be evaluated.
However, in order to employ
advancements in treatment for certain
populations, such as treatment for
individuals suffering from life-
threatening conditions (e.g., cancer),
FDA needs flexibility in applying the
regulations. By analogy, as is stated in
the drug regulations at 21 CFR
314.105(c):

While the statutory standards apply to all
drugs, the many kinds of drugs that are
subject to statutory standards, and the wide
range of uses for those drugs demand
flexibility in applying the standards. Thus
FDA is required to exercise its scientific
judgment to determine the kind and quantity
of data and information an applicant is
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required to provide for a particular drug to
meet the statutory standards.

The final rule is consistent with this
CDER regulation as it allows the
Directors of CBER and CDER flexibility
in applying current standards for the
approval of an exception or alternative
to §610.15, when data submitted with
the request for an exception or
alternative, establish the safety, purity,
and potency of the biological product.

Further, consistent with existing
statutory and regulatory requirements,
the Directors of CBER and CDER will
not approve a biological product that is
unsafe for the intended population. The
final rule does not alter these statutory
and regulatory requirements nor does it
guarantee that a request for an exception
or alternative will be approved. The
final rule only allows the Director of
CBER or CDER the flexibility to approve
a manufacturer’s request for an
exception or alternative if the
manufacturer demonstrates that the
biological product is safe, pure, and
potent for use in the intended
population.

With regard to comments expressing
concern about the safety of previously
licensed vaccines or specific ingredients
in previously licensed vaccines, FDA
notes that those comments concerning
previously licensed vaccines are outside
the scope of this rulemaking action
because the rule only allows the
Director of CBER or CDER to approve a
manufacturer’s request for an exception
or alternative to any requirement in
§610.15, when the data submitted in
support of such a request establish the
safety, purity, and potency of the
biological product.

(Comment 6) One comment opposed
the proposed rule because the
commenter did not know how FDA
would monitor or enforce requirements
for adequate storage, aseptic
withdrawing techniques, and timely use
of vaccines in multiple-dose containers
without preservative or if additional
training would be given to health care
providers.

(Response) In addressing this
comment, FDA clarifies that all requests
for an exception or alternative are
subject to FDA regulations regarding the
monitoring and enforcement of
regulatory standards. These regulations
were established to assure the quality
and integrity of data submitted to FDA
in support of new product approvals
and to protect the rights and welfare of
the public. FDA accomplishes this
through various means, including
conducting onsite inspections, data
audits, product testing, and report
monitoring. FDA also provides advice

through guidances and other
communications which are provided to
assist interested parties in complying
with regulatory standards for the safety,
purity, and potency of a product.

(Comment 7) One comment provided
alternative revisions to the proposed
rule and other subsections within
§610.15. Specifically, the commenter
proposed that FDA revise the proposed
rule to read as follows:

Alternatives. Except for the generally
accepted standards of purity and quality, in
keeping with the vaccine safening mandates
set forth in 42 U.S.C. 300aa—27"; * * * “the
Director of the Genter for Biologics
Evaluation and Research or the Director of
the Center for Drug Evaluation and Research
may approve an exception or alternative to
any requirement in this section, provided the
manufacturer proves that the exception or
alternative would improve the safety of the
biological drug product or, failing that,
improves the effectiveness, not efficacy, or
reduces the per dose cost, of the biological
drug product without reducing the safety of
said product”; and * * * “include the
findings, pro and con, of and the data from
all of the studies conducted to support the
request.

(Response) FDA acknowledges the
comment and appreciates the
suggestions for revising § 610.15.
However, in accordance with the
regulations, FDA is seeking public
comment only on the proposed rule to
permit the Director of CBER or the
Director of CDER, as appropriate, to
approve exceptions or alternatives to the
regulation for constituent materials.
FDA’s response to the comments
requesting revisions to the proposed
rule are discussed in the paragraphs that
follow.

FDA disagrees with the commenter’s
suggested revisions to the proposed rule
because the revisions inappropriately
limit the application of the rule to
vaccines; allow more flexibility than is
intended for approving a manufacturer’s
request for an exception or alternative;
may lead to confusion about the rule;
and are unnecessary. As discussed
previously, the final rule allows the
Director of CBER or CDER flexibility to
approve a request for an exception or
alternative to a requirement under
§610.15 provided that data are
submitted that establish the safety,
purity, and potency of the specific
biological product. These statutory and
regulatory requirements apply to the use
of constituent materials in all biological
products and not just to vaccines as the
comment suggests. In addition, FDA
may only approve a BLA for a vaccine
or other biological product if it has been
demonstrated to be “safe, pure, and
potent.” The commenter’s suggestions

that FDA should take cost
considerations into account when
making a decision to approve a vaccine
are inconsistent with FDA’s regulatory
authority. Although FDA is sensitive to
issues of cost, current statutory
standards for constituent materials are
based on the safety, purity, and potency
of the product. Furthermore, the
suggested revisions to the proposed rule
inappropriately limit what FDA may
consider with respect to a request for an
exception or alternative. Manufacturers
are required by current regulations to
submit all available data, including
adverse event reports, with a BLA. FDA
reviews the data to determine whether
an application should be approved. The
final rule, as consistent with current
regulations, does not allow the Director
of CBER or CDER to approve an
application if the data are not sufficient
to establish that the biological product
is safe, pure, and potent in relation to
the manufacturer’s intended use of the
product.

IV. Legal Authority

FDA is issuing this regulation under
the biological products provisions of the
PHS Act (42 U.S.C. 262 and 264) and
the drugs and general administrative
provisions of the FD&C Act (sections
201, 301, 501, 502, 503, 505, 510, 701,
and 704) (21 U.S.C. 321, 331, 351, 352,
353, 355, 360, 371, and 374). Under
these provisions of the PHS Act and the
FD&C Act, we have the authority to
issue and enforce regulations designed
to ensure that biological products are
safe, pure, and potent; and prevent the
introduction, transmission, and spread
of communicable disease.

V. Analysis of Impacts

A. Review Under Executive Order
12866, the Regulatory Flexibility Act,
and the Unfunded Mandates Reform
Act of 1995

FDA has examined the impacts of the
final rule under Executive Order 12866
and the Regulatory Flexibility Act
(5 U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Pub. L.
104—4). Executive Order 12866 directs
agencies to assess all costs and benefits
of available regulatory alternatives and,
when regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity). The
Agency believes that this final rule is
not a significant regulatory action under
the Executive order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory



20518

Federal Register/Vol. 76, No. 71/Wednesday, April 13, 2011/Rules and Regulations

options that would minimize any
significant impact of a rule on small
entities. Because the final rule allows
the Director of CBER or the Director of
CDER, as appropriate, to approve
exceptions or alternatives to the
regulations for constituent materials,
this action increases the flexibility and
reduces the regulatory burden for
affected entities. Therefore, FDA
certifies that the final rule will not have
a significant economic impact on a
substantial number of small entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $135
million, using the most current (2009)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this final rule to result in any 1-year
expenditure that would meet or exceed
this amount.

The benefit of this regulatory action is
its reduction, through greater flexibility
in the regulatory requirements, of
burdens on the biological products
industry. These issues are discussed in
greater detail in section I of this
document. Industry cost reductions may
result in consumers being offered lower
prices or wider availability of existing
and new biological products; this would
have a positive effect on patients’
welfare.

Any administrative and paperwork
costs associated with this regulatory
action are expected to be minimal and
widely dispersed among affected
entities. Based on FDA experience, we
estimate that we would receive a total
of approximately three requests
annually for an exception or alternative
under § 610.15. FDA experience with
similar information collection
requirements suggests that
approximately 1 hour would be required
to prepare and submit each such
request.

We received comments expressing
concern that this rule would generate
additional costs in the form of negative
public health effects. FDA has
considered the potential for adverse
consequences, including increased
morbidity and mortality, associated
with allowing deviations from the
constituent materials regulations set
forth in § 610.15(a) through (c), and will
grant exemptions only in cases where

data indicate that biological products in
their exempted forms will be safe, pure,
and potent for the conditions for which
the applicant is seeking approval. As
experience with the October 1981 rule
has shown, FDA is able to conduct a
constituent materials exemption process
in a manner that is consistent with its
public health mandate. For all these
reasons, we believe the final rule will
impose no overall public health cost.

B. Environmental Impact

The Agency has determined under 21
CFR 25.31(h) that this action is of a type
that does not individually or
cumulatively have a significant adverse
effect on the human environment.
Therefore, neither an environmental
assessment nor an environmental
impact statement is required.

C. Federalism

FDA has analyzed this final rule in
accordance with the principles set forth
in Executive Order 13132. FDA has
determined that the final rule does not
contain policies that have substantial
direct effects on the States, on the
relationship between the National
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Accordingly, the
Agency has concluded that the final rule
does not contain policies that have
federalism implications as defined in
the Executive order and, consequently,
a federalism summary impact statement
is not required.

VI. Paperwork Reduction Act of 1995

Section 610.15(d) of this final rule
contains reporting requirements that
were submitted for review and approval
to the Director of the Office of
Management and Budget (OMB), as
required by section 3507(d) of the
Paperwork Reduction Act of 1995. The
requirements were approved and
assigned OMB control number 0910—
0666.

List of Subjects in 21 CFR Part 610

Biologics, Labeling, Reporting and
recordkeeping requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and the Public
Health Service Act, and under authority
delegated to the Commissioner of Food
and Drugs, 21 CFR part 610 is amended
as follows:

PART 610—GENERAL BIOLOGICAL
PRODUCTS STANDARDS

m 1. The authority citation for 21 CFR
part 610 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 360, 360c, 360d, 360h, 360i, 371,
372,374, 381; 42 U.S.C. 216, 262, 263, 263a,
264.

m 2. Amend §610.15 by adding
paragraph (d) to read as follows:

§610.15 Constituent materials.
* * * * *

(d) The Director of the Center for
Biologics Evaluation and Research or
the Director of the Center for Drug
Evaluation and Research may approve
an exception or alternative to any
requirement in this section. Requests for
such exceptions or alternatives must be
in writing.

Dated: April 7, 2011.

Leslie Kux,

Acting Assistant Commissioner for Policy.
[FR Doc. 2011-8885 Filed 4-12—11; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

21 CFR Part 1314
[Docket No. DEA-3471]
RIN 1117-AB30

Self-Certification and Employee
Training of Mail-Order Distributors of
Scheduled Listed Chemical Products

AGENCY: Drug Enforcement
Administration (DEA), Department of
Justice.

ACTION: Interim final rule with request
for comment.

SUMMARY: On October 12, 2010, the
President signed the Combat
Methamphetamine Enhancement Act of
2010 (MEA). It establishes new
requirements for mail-order distributors
of scheduled listed chemical products.
Mail-order distributors must now self-
certify to DEA in order to sell scheduled
listed chemical products at retail. Sales
at retail are those sales intended for
personal use; mail-order distributors
that sell scheduled listed chemical
products not intended for personal use,
e.g., sale to a university, are not affected
by the new law. This self-certification
must include a statement that the mail-
order distributor understands each of
the requirements that apply under part
1314 and agrees to comply with these
requirements. Additionally, mail-order
distributors are now required to train
their employees prior to self
certification. DEA is promulgating this
rule to incorporate the statutory
provisions and make its regulations
consistent with the new requirements
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and other existing regulations related to
self-certification.

DATES: Effective Date: This rule is
effective April 13, 2011.

Comment Date: Written comments
must be postmarked and electronic
comments must be submitted on or
before June 13, 2011. Commenters
should be aware that the electronic
Federal Docket Management System
will not accept comments after midnight
Eastern Time on the last day of the
comment period.

ADDRESSES: To ensure proper handling
of comments, please reference “Docket
No. DEA-347” on all written and
electronic correspondence. Comments
may be sent electronically through
http://www.regulations.gov using the
electronic comment form provided on
that site. An electronic copy of this
document is also available at the http://
www.regulations.gov Web site.
Comments may be sent to DEA by
sending an electronic message to
dea.diversion.policy@usdoj.gov. DEA
will accept attachments to electronic
comments in Microsoft Word,
WordPerfect, Adobe PDF, or Excel file
formats only. DEA will not accept any
file formats other than those specifically
listed here.

Please note that DEA is requesting
that electronic comments be submitted
before midnight Eastern Time on the
day the comment period closes because
http://www.regulations.gov terminates
the public’s ability to submit comments
at midnight Eastern Time on the day the
comment period closes. Commenters in
time zones other than Eastern Time may
want to consider this so that their
electronic comments are received.

Written comments sent via regular or
express mail should be sent to the Drug
Enforcement Administration, Attention:
DEA Federal Register Representative/
ODL, 8701 Morrissette Drive,
Springfield, VA 22152.

All comments sent via regular or
express mail will be considered timely
if postmarked on the day the comment
period closes.

FOR FURTHER INFORMATION CONTACT:
Cathy A. Gallagher, Acting Chief,
Liaison and Policy Section, Office of
Diversion Control, Drug Enforcement
Administration, 8701 Morrissette Drive,
Springfield, VA 22152; telephone: (202)
307-7297.

SUPPLEMENTARY INFORMATION:

Posting of Public Comments

Please note that all comments
received are considered part of the
public record and made available for
public inspection online at http://
www.regulations.gov and in the Drug

Enforcement Administration’s public
docket. Such information includes
personal identifying information (such
as your name, address, etc.) voluntarily
submitted by the commenter.

If you want to submit personal
identifying information (such as your
name, address, etc.) as part of your
comment, but do not want it to be
posted online or made available in the
public docket, you must include the
phrase “PERSONAL IDENTIFYING
INFORMATION” in the first paragraph
of your comment. You must also place
all the personal identifying information
you do not want posted online or made
available in the public docket in the first
paragraph of your comment and identify
what information you want redacted.

If you want to submit confidential
business information as part of your
comment, but do not want it to be
posted online or made available in the
public docket, you must include the
phrase “CONFIDENTIAL BUSINESS
INFORMATION” in the first paragraph
of your comment. You must also
prominently identify confidential
business information to be redacted
within the comment. If a comment has
so much confidential business
information that it cannot be effectively
redacted, all or part of that comment
may not be posted online or made
available in the public docket.

Personal identifying information and
confidential business information
identified and located as set forth above
will be redacted and the comment, in
redacted form, will be posted online and
placed in the Drug Enforcement
Administration’s public docket file.
Please note that the Freedom of
Information Act applies to all comments
received. If you wish to inspect the
agency’s public docket file in person by
appointment, please see the FOR
FURTHER INFORMATION CONTACT
paragraph.

DEA’s Legal Authority

DEA implements and enforces the
Comprehensive Drug Abuse Prevention
and Control Act of 1970, often referred
to as the Controlled Substances Act
(CSA) and the Controlled Substances
Import and Export Act (21 U.S.C. 801—
971), as amended. DEA publishes the
implementing regulations for these
statutes in Title 21 of the Code of
Federal Regulations (CFR), parts 1300 to
1321. These regulations are designed to
ensure that there is a sufficient supply
of controlled substances for legitimate
medical, scientific, research, and
industrial purposes and to deter the
diversion of controlled substances to
illegal purposes.

The CSA mandates that DEA establish
a closed system of control for
manufacturing, distributing, and
dispensing controlled substances. Any
person who manufactures, distributes,
dispenses, imports, exports, or conducts
research or chemical analysis with
controlled substances must register with
DEA (unless exempt) and comply with
the applicable requirements for the
activity.

The CSA as amended also requires
DEA to regulate the manufacture,
distribution, importation, and
exportation of chemicals that may be
used to manufacture controlled
substances illegally. Listed chemicals
that are classified as List I chemicals are
important to the manufacture of
controlled substances. Those classified
as List I chemicals may be used to
manufacture controlled substances.

On October 12, 2010, the President
signed the Combat Methamphetamine
Enhancement Act of 2010 (MEA) (Pub.
L. 111-268). Generally, the
Administrative Procedure Act (APA) (5
U.S.C. 553) requires agencies to provide
notice of proposed rulemaking and the
opportunity for public comment in its
regulations implementing an Act of
Congress. However, an agency may find
good cause to exempt a rule from certain
provisions of the APA, including notice
of proposed rulemaking and the
opportunity for public comment, if it is
determined to be unnecessary,
impracticable, or contrary to the public
interest. DEA is invoking the APA good
cause exception and promulgating this
rule as an interim final rule rather than
a proposed rule because the
requirements of the MEA addressed by
this rulemaking are self-implementing
and changes in this rulemaking provide
conforming amendments to make the
language of the regulations consistent
with that of the law. The MEA also
specifically states that “[t]he Attorney
General may issue regulations on an
interim basis as necessary to ensure the
implementation of this Act by the
effective date.” Public Law 111-268,
Sec. 6(b). DEA is accepting comments
on this rulemaking.

Mail-Order Distributor

DEA regulations do not specifically
define “mail-order distributor.”
However, part 1314 of the regulations
defines “mail-order sale” as “a retail sale
of scheduled listed chemical products
for personal use where a regulated
person uses or attempts to use the U.S.
Postal Service or any private or
commercial carrier to deliver the
product to the customer.” 21 CFR
1314.03. Also, mail-order sale “includes
purchase orders submitted by phone,
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mail, fax, Internet, or any method other
than face-to-face transaction.” 21 CFR
1314.03.

The idea of mail-order distributor is
further developed later in part 1314,
which discusses a “regulated person
who makes a sale at retail of a
scheduled listed chemical product and
is required under § 1310.03(c) of this
chapter to submit a report of the sales
transaction to the Administration
* % *” 21 CFR 1314.100(a). The CSA
(21 U.S.C. 830(b)(3)) and its
implementing regulations impose
recordkeeping and reporting
requirements on “[e]ach regulated
person who engages in a transaction
with a nonregulated person or who
engages in an export transaction that
involves ephedrine, pseudoephedrine,
phenylpropanolamine, or gamma-
hydroxybutyric acid, including drug
products containing these chemicals,
and uses or attempts to use the Postal
Service or any private or commercial
carrier * * *” 21 CFR 1310.03(c). Such
persons are obligated to file monthly
reports with DEA. 21 CFR 1310.03(c).

Combat Methamphetamine
Enhancement Act of 2010

The MEA amends the CSA to change
the regulations for selling scheduled
listed chemical products—
nonprescription products that contain
ephedrine, pseudoephedrine, and
phenylpropanolamine, their salts,
optical isomers, and salts of optical
isomers. The law requires that each
regulated person making sales at retail
of a scheduled listed chemical product
who is required under Title 21 of the
United States Code ((21 U.S.C.
830(b)(3)) to submit monthly reports of
sales transactions to the Attorney
General (referred to as mail-order
distributors) may not sell any scheduled
listed chemical product at retail unless
such regulated person has submitted to
the Attorney General a self-certification.
Sales at retail are those sales intended
for personal use; mail-order distributors
that sell scheduled listed chemical
products not intended for personal use,
e.g., sale to a university, are not affected
by the new law. The requirement of self-
certification becomes effective April 10,
2011 (180 days after enactment on
October 10, 2010). Mail-order
distributors must be self-certified before
they can sell scheduled listed chemical
products. Such self-certification must be
consistent with the criteria established
for certifications of regulated sellers—
i.e., retail stores and mobile retail
vendors—of scheduled listed chemical
products.

To that end, and pursuant to the
requirements of 21 U.S.C.

830(e)(1)(B)(ii)(II), DEA is requiring that
each mail-order distributor must be self-
certified at each place of business at
which they sell these products at retail.
For a mail-order distributor, this would
mean that each location that prepares or
packages product for distribution to
customers, and each location where
employees accept payment for such
sales, must be self-certified.

Pursuant to the requirements of 21
U.S.C. 830(e)(1)(B)(iii)(I) pertaining to
regulated sellers, the self-certification
for mail-order distributors is required to
take place via the Internet on DEA’s
Web site. Self-certification includes a
statement that the mail-order
distributors understand the
requirements and agree to comply with
them. MEA also makes it unlawful to
negligently fail to self-certify as required
under 21 U.S.C. 830, by an amendment
to 21 U.S.C. 842(a)(10). Public Law 111-
268, Sec. 5. This applies to regulated
sellers and mail-order distributors.

The MEA also includes a provision
which states that “[tlhe Attorney
General shall by regulation establish
criteria for certifications of mail-order
distributors that are consistent with the
criteria established for the certifications
of regulated sellers under paragraph
(1)(B).” 21 U.S.C. 830(e)(2)(C), as
amended by Public Law 111-268, Sec.
2. This means that mail-order
distributors are now required to train
their employees prior to self
certification.

Provisions of the Combat
Methamphetamine Enhancement Act of
2010

Prior to MEA, mail-order distributors
of scheduled listed chemical products,
which covered any sale where the
product is shipped using the Postal
Service or any private or commercial
carrier, did not have to self-certify. They
did have to file monthly reports of all
sales of scheduled listed chemical
products with DEA, and they were
required to verify the identity of their
customer before shipping scheduled
listed chemical products. 21 U.S.C.
830(b)(3) and 830(e)(2)(A).

Sales of scheduled listed chemical
products by mail-order distributors.
MEA requires that on and after April 10,
2011, a mail-order distributor must not
sell scheduled listed chemical products
at retail unless it has self-certified to
DEA, through DEA’s Web site. The self-
certification requires the mail-order
distributor to confirm the following:

¢ Its employees who will be engaged
in the sale of scheduled listed chemical
products have undergone training
regarding provisions of the Combat

Methamphetamine Epidemic Act of
2005 (CMEA).

e Records of the training are
maintained.

e Sales to individuals do not exceed
3.6 grams of ephedrine,
pseudoephedrine, or
phenylpropanolamine per day. For
mail-order distributors, sales to
individuals do not exceed 7.5 grams of
ephedrine, pseudoephedrine, or
phenylpropanolamine per 30-day
period.

e Nonliquid forms are packaged as
required. The mail-order distributor
must train its employees and self-certify
before either the mail-order distributor
or individual employees may sell
scheduled listed chemical products. The
law governing self-certification of mail-
order distributors does not explicitly
make such certifications subject to 18
U.S.C. 1001, as is the case for regulated
sellers whose sales are limited almost
exclusively to face-to-face retail
transactions. Compare 21 U.S.C.
830(e)(1)(B) to 830(e)(2)(C). However, a
mail-order distributor who knowingly or
willfully self-certifies to facts that are
not true is subject to fines and
imprisonment by virtue of general
applicability of 18 U.S.C. 1001. Also,
when Congress directed that regulations
of the Attorney General establish criteria
for the certification of mail-order
distributors “that are consistent with the
criteria established for the certification
of regulated sellers under paragraph
(1)(B),” it must have intended that this
Federal false statements statute apply.

Training. DEA has developed training
that it has made available on its Web
site (http://
www.deadiversion.usdoj.gov).
Employers must use the content of this
training in the training of their
employees who sell scheduled listed
chemical products. An employer may
include content in addition to DEA’s
content, but DEA’s content must be
included in the training. For example, a
mail-order distributor may elect to
incorporate DEA’s content into initial
training for new employees.

Training records. On and after April
10, 2011, each employee of a mail-order
distributor who is responsible for
delivering scheduled listed chemical
products to purchasers or who deals
directly with purchasers by obtaining
payment for the scheduled listed
chemical products must undergo
training and must sign an
acknowledgement of training received
prior to selling scheduled listed
chemical products. This record must be
kept in the employee’s personnel file.

Self-certification. MEA adds the
requirement that mail-order distributors
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self-certify with DEA. As noted
previously, MEA also makes it unlawful
for mail-order distributors to negligently
fail to self-certify as required under 21
U.S.C. 830.

On and after April 10, 2011, under the
requirements of MEA, mail-order
distributors who sell at retail must self-
certify to DEA as described above. DEA
has established a Web page that will
allow mail-order distributors of
scheduled listed chemical products to
complete the self-certification online
and submit it to DEA electronically. A
self-certification certificate will
immediately be generated by DEA upon
receipt of the application. The mail-
order distributors will print this self-
certification certificate, or if they are
unable to print it, DEA will print and
mail the certificate to the self-certifier.

Time for self-certification. MEA
requires that mail-order distributors
self-certify by April 10, 2011. When a
regulated person files the initial self-
certification, the Administration will
assign the regulated person to one of
twelve groups. The expiration date of
the self-certification for all regulated
persons in any group will be the last day
of the month designated for that group.
In assigning a regulated person to a
group, the Administration may select a
group with an expiration date that is not
less than 12 months or more than 23
months from the date of self-
certification. After the initial
certification period, the regulated
person must update the self-certification
annually. It is the responsibility of the
mail-order distributor to ensure that
they renew the self-certification before it
lapses.

Fee for self-certification. To comply
with the requirement of the CSA that
fees be set at a level to ensure the
recovery of the full costs of operating
the various aspects of the Diversion
Control Program, DEA established an
annual self-certification fee for certain
regulated sellers selling scheduled listed
chemical products at retail. The annual
self-certification fee for regulated sellers
who are not DEA pharmacy registrants
is $21. To make regulations regarding
mail-order distributors consistent with
those for regulated sellers, the same self-
certification fee will apply to any mail-
order distributor that is not a DEA-
registered pharmacy.

Table 1 summarizes the requirements
for mail-order distributors of scheduled
listed chemical products that are now in
place since the passage of the MEA.

TABLE 1—SUMMARY OF
REQUIREMENTS BY TYPE OF SELLER

Mail-order sellers
Daily sales limit ............... 3.6 gm/chemical.
30-day sales limit ............ 7.5 gm.
Blister packs .......ccccceeenne Yes.
Storage .......... NA.
Logbook ......... NA.
Customer ID ......... Verify ID.
Train employees ... Yes.
Self-Certify ............ Yes.
Monthly reports ..... ... | Yes.
Theft and loss reports ..... Yes.

Discussion of the Rule

To make the rule easier to follow for
regulated sellers and mail-order
distributors, DEA previously created
part 1314 that includes all requirements
related to the sale of scheduled listed
chemical products to end users. Subpart
A contains requirements that apply to
any retail sale. Subpart B applies to
regulated sellers (retail distributors and
mobile retail vendors). Subpart C
applies to retail sales that are shipped
by mail or private or commercial
carriers, regardless of how those sales
are ordered.

In Subpart C, Section 1314.101 is
being added to address employee
training for mail-order distributors.
Section 1314.102 is added to address
self-certification for mail-order
distributors. Section 1314.103 covers
the self-certification fee and the time of
payment for this fee. As discussed
above, DEA is setting an annual period
for renewal of the certification. DEA has
developed a page on its Web site that
will allow mail-order distributors to
complete and submit the self-
certification form online and print out a
self-certification certificate for their
records. The information required will
include the name and address of the
location, a point of contact, and tax
identification number.

Regulatory Certifications

Administrative Procedure Act (5 U.S.C.
553)

The Administrative Procedure Act
(APA) generally requires that agencies,
prior to issuing a new rule, publish a
Notice of Proposed Rulemaking in the
Federal Register. However, the Combat
Methamphetamine Enhancement Act
specifically states, “[tlhe Attorney
General may issue regulations on an
interim basis as necessary to ensure the
implementation of this Act by the
effective date.” Public Law 111-268,
Sec. 6(b). Additionally, the APA
provides that agencies may be excepted
from this requirement when “the agency
for good cause finds (and incorporates

the finding and a brief statement of
reasons therefor in the rules issued) that
notice and public procedure thereon are
impracticable, unnecessary, or contrary
to the public interest.” 5 U.S.C.
553(b)(B).

With publication of this interim final
rule, DEA is invoking this “good cause”
exception to the APA’s notice
requirement based on the combination
of several factors. The MEA is effective
180 days after its passage. Mail-order
distributors selling scheduled listed
chemical products at retail must self-
certify with DEA in order to continue to
sell these products. Based on the
effective date and the requirements of
the MEA, it is impracticable for DEA to
comply with the APA’s notice and
comment requirements due to the
limited time involved. Were DEA not to
publish this interim final rule with
Request for Comment, mail-order
distributors selling scheduled listed
chemical products at retail would not be
able to self-certify by the date specified
in the law. As a result, these mail-order
distributors would be forced to stop
selling scheduled listed chemical
products, or violate the law by doing so.
Thus, DEA also finds it is contrary to
the public interest to DEA to comply
with the APA’s notice and comment
requirements due to the potential
disruption of sales of scheduled listed
chemical products by mail-order
distributors.

In light of these factors, DEA finds
that “good cause” exists to issue this
interim rule without engaging in
traditional notice and comment
rulemaking.

Regulatory Flexibility Act

The Deputy Assistant Administrator,
Office of Diversion Control, hereby
certifies that this rulemaking has been
drafted in accordance with the
Regulatory Flexibility Act (5 U.S.C.
601-612). The Regulatory Flexibility
Act (RFA) applies to rules that are
subject to notice and comment. DEA has
determined, as explained above, that
public notice and comment are
impracticable and contrary to the public
interest. Consequently, the RFA does
not apply.

Although the RFA does not apply to
this interim final rule, DEA has
reviewed the potential impacts. DEA
does not believe that it will have a
significant economic impact on small
entities. Based on reports filed, DEA
expects that the rule will affect only 9
firms, two of which are not small based
on the Small Business Administration’s
size standards. For the seven small
firms, the only costs are the $21 annual
fee, the time required to complete the
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certification (0.5 hours or about $20 for
a new self-certification application), and
cost of training (0.5 hours or about $10).
The cost of compliance for these firms,
which appear to have between 5 and 25
employees, not all of whom would need
to be trained, is less than $200 and in
most cases, less than $100. The smallest
mail order pharmacies (those with fewer
than five employees) have average
annual sales of $1 million. The cost of
compliance is, therefore, less than 0.1
percent of sales and would not impose

a significant economic burden on any
small entity.

Executive Order 12866

The Deputy Assistant Administrator,
Office of Diversion Control, further
certifies that this rulemaking has been
drafted in accordance with the
principles in Executive Order 12866
§ 1(b). It has been determined that this
is “a significant regulatory action.”
Therefore, this action has been reviewed
by the Office of Management and
Budget. As discussed above, this action
is codifying statutory provisions and
involves no agency discretion. However,
DEA has reviewed the potential benefits
and costs following OMB Circular A—4.

The time for a mail-order distributor
to self-certify is estimated at 0.5 hours.
Additionally, the time for a mail-order
distributor to train employees is
estimated at 0.5 hours. The nine affected
firms range in size from 5 employees to
more than 800. DEA assumes that the
smallest firms will train half their
employees and the two large firms will
train 20 percent, based on the
percentage of retail sales persons, order
clerks, and order fillers to total
employment in the retail mail order
sector. The total cost of the rule is
estimated to be less than $2,600. DEA
does not expect that the rule will lead
any of the firms to discontinue sales of
the products because they are already
reporting to DEA on these sales. The
low cost of compliance is unlikely to
discourage firms from selling the
products.

Benefits. Congress passed the MEA to
better track retail sales of scheduled
listed chemical products by requiring
self-certification of mail-order
distributors in addition to regulated
sellers (retailers). The MEA also makes
it more difficult for regulated sellers and
mail-order distributors to obtain
scheduled listed chemical products
from distributors by prohibiting
distributors from selling to them if they
have not self-certified. This leaves less
opportunity for diversion at the retail
level.

Methamphetamine remains the
primary drug produced in illicit

laboratories within the United States.
The vast majority of these laboratories
used pharmaceutical products
containing pseudoephedrine, ephedrine,
and phenylpropanolamine as the source
of precursor material.

Conclusion. MEA’s requirements will
not impose an annual cost on the
economy of $100 million or more, the
standard for an economically significant
rule under Executive Order 12866.

Executive Order 13563

Published on January 18, 2011,
Executive Order 13563 supplements and
reaffirms the principles established in
Executive Order 12866. 76 FR 3821. The
new Executive Order emphasizes the
importance of public participation and
cost-effectiveness within the context of
the regulatory process. DEA has
carefully considered the requirements of
the Executive Order and has concluded
that this rule satisfies the applicable
requirements. Although the MEA
provides authorization to issue rules on
an interim basis in order to implement
the self-certification requirements of
Section 2 of the Act, DEA has requested
public comment in order to ensure that
its regulatory process maintains a
flexible approach and seeks the view of
all persons potentially affected by the
MEA’s requirements. Further, because
this rule contains a 60-day comment
period and utilizes regulations.gov
regarding its rulemaking docket, it
complies with the specific requirements
of Section 2(b) of the Executive Order.
76 FR 3821, 3822. Finally, DEA believes
its rule to be cost-effective and tailored
to impose the least possible burden.
There are only 9 mail-order distributors
that would be affected by this rule and
the cost of implementation is low.

Paperwork Reduction Act of 1995

To address the new mandates of MEA,
DEA is revising an existing information
collection “Self-Certification, Training,
and Logbooks for Regulated Sellers and
Mail-Order Distributors of Scheduled
Listed Chemical Products,” Information
Collection 1117-0046. MEA requires
mail-order distributors to train any
employee who will be involved in
selling scheduled listed chemical
products and to document the training.
Mail-order distributors must also self-
certify to DEA that all affected
employees have been trained and that
the mail-order distributor is in
compliance with all provisions of the
CMEA.

The Department of Justice, Drug
Enforcement Administration, has
submitted the following information
collection request to the Office of
Management and Budget for review and

clearance in accordance with review
procedures of the Paperwork Reduction
Act of 1995. The information collection
is published to obtain comments from
the public and affected agencies.

All comments and suggestions, or
questions regarding additional
information, to include obtaining a copy
of the information collection instrument
with instructions, should be directed to
Cathy A. Gallagher, Acting Chief,
Liaison and Policy Section, Office of
Diversion Control, Drug Enforcement
Administration, 8701 Morrissette Drive,
Springfield, VA 22152. Written
comments and suggestions from the
public and affected agencies concerning
the collection of information are
encouraged. Your comments on the
information collection-related aspects of
this rule should address one or more of
the following four points:

e Evaluate whether the collection of
information is necessary for the proper
performance of the functions of the
agency, including whether the
information will have practical utility;

e Evaluate the accuracy of the
agency’s estimate of the burden of the
collection of information, including the
validity of the methodology and
assumptions used;

e Enhance the quality, utility, and
clarity of the information to be
collected; and

e Minimize the burden of the
collection of information on those who
are to respond, including through the
use of appropriate automated,
electronic, mechanical, or other
technological collection techniques or
other forms of information technology,
e.g., permitting electronic submission of
responses.

Overview of Information Collection
1117-0046

(1) Type of Information Collection:
Revision of an existing collection.

(2) Title of the Form/Collection: Self-
certification, Training and Logbooks for
Regulated Sellers and Mail-Order
Distributors of Scheduled Listed
Chemical Products.

(3) Agency form number, if any, and
the applicable component of the
Department of Justice sponsoring the
collection:

Form Number: DEA Form 597.

Office of Diversion Control, Drug
Enforcement Administration, U.S.
Department of Justice.

(4) Affected public who will be asked
or required to respond, as well as a brief
abstract:

Primary: Business or other for-profit.

Other: None.

Abstract: The Controlled Substances
Act mandates that regulated sellers of
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scheduled listed chemical products
maintain a written or electronic logbook
of sales. The CSA also requires that
regulated sellers and mail-order
distributors retain a record of employee
training, and complete a self-
certification form verifying the training
and compliance with CMEA provisions

regarding retail sales of scheduled listed
chemical products.

(5) An estimate of the total number of
respondents and the amount of time
estimated for an average respondent to
respond.

As discussed in the previous section,
DEA estimates the number of mail-order

distributors to be around 9. The average
annual burden hour per respondent is
1.8 hours.

(6) An estimate of the total public
burden (in hours) associated with the
collection: 16 hours.

The following table presents the
burden hour calculations.

TABLE 2—ESTIMATE OF TOTAL BURDEN HOURS

i ; Number of Total burden
Activity Unit burden hour activities hours
Training record ........ccoocoeeviiiiieiie s 0.05 hour (3 MINULES) .....c.cccviiiiiiiiiiieeeeee e, 410,228 20,511.4
Self-certification (regulated sellers) ............ 0.25 hour (15 minutes) 64,000 16,000
Self-certification (mail-order distributors) .... 0.5 hours (30 minutes) 9 4.5
Transaction reCord ........ccovcvuverrceeeriieeeseeeeeeeeeseee e 0.033 hour (2 MINULES) ...eeeeverieeeiieeeeeeeeeeeeeeee e 25,500,000 850,000
Customer time ........occveeeiiiiececce e, 0.033 hour (2 MINUEES) ....cceviiiieiiieeieee e 25,500,000 850,000
1] €= O PSP OUUPTUPUUPI EPPPPPRTTRPRN 1,736,515.9

If additional information is required
contact: Lynn Murray, Department
Clearance Officer, Information
Management and Security Staff, Justice
Management Division, Department of
Justice, Two Constitution Square, 145 N
Street, NE., Suite 2E-502, Washington,
DC 20530.

Executive Order 12988

This regulation meets the applicable
standards set forth in sections 3(a) and
3(b)(2) of Executive Order 12988 Civil
Justice Reform.

Executive Order 13132

This rulemaking does not impose
enforcement responsibilities on any
State; nor does it diminish the power of
any State to enforce its own laws. These
requirements, however, are mandated
under MEA, and DEA has no authority
to alter them or change the preemption.
Accordingly, this rulemaking does not
have federalism implications warranting
the application of Executive Order
13132.

Unfunded Mandates Reform Act of 1995

This rule will not result in the
expenditure by State, local, and Tribal
governments, in the aggregate, or by the
private sector, of $126,400,000 or more
in any one year, and will not
significantly or uniquely affect small
governments. Therefore, no actions were
deemed necessary under the provisions
of the Unfunded Mandates Reform Act
of 1995.

Congressional Review Act

This rule is not a major rule as
defined by section 804 of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Congressional
Review Act). This rule will not result in
an annual effect on the economy of

$100,000,000 or more. It will not cause
a major increase in costs or prices; or
significant adverse effects on
competition, employment, investment,
productivity, innovation, or on the
ability of United States-based
companies to compete with foreign-
based companies in domestic and
export markets.

List of Subjects in 21 CFR Part 1314

Drug traffic control, Reporting and
recordkeeping requirements.

For the reasons set out above, 21 CFR
part 1314 is amended as follows:

PART 1314—RETAIL SALE OF
SCHEDULED LISTED CHEMICAL
PRODUCTS

m 1. The authority citation for part 1314
continues to read as follows:

Authority: 21 U.S.C. 802, 830, 842, 871(b),
875, 877, 886a.

m 2. Section 1314.101 is added to read
as follows:

§1314.101 Training of sales personnel.

Each regulated person who makes a
sale at retail of a scheduled listed
chemical product and is required under
§1310.03(c) of this chapter to submit a
report of the sales transaction to the
Administration must ensure that its
sales of a scheduled listed chemical
product at retail are made in accordance
with the following:

(a) In the case of individuals who are
responsible for preparing and packaging
scheduled listed chemical products for
delivery to purchasers through the
Postal Service or any private or
commercial carrier or who deal either
directly or indirectly with purchasers by
obtaining payments for the products, the
regulated person has submitted to the
Administration a self-certification that

all such individuals have, in accordance

with criteria issued by the

Administration, undergone training

provided by the regulated person to

ensure that the individuals understand

the requirements that apply under this
art.

(b) The regulated person maintains a
copy of each self-certification and all
records demonstrating that individuals
referred to in paragraph (a) of this
section have undergone the training.

m 3. Section 1314.102 is added to read
as follows:

§1314.102 Self-certification.

(a) A regulated person who makes a
sale at retail of a scheduled listed
chemical product and is required under
§ 1310.03 of this chapter to submit a
report of the sales transaction to the
Attorney General must submit to the
Administration the self-certification
referred to in §1314.101(a) in order to
sell any scheduled listed chemical
product. The certification is not
effective for purposes of this section
unless, in addition to provisions
regarding the training of individuals
referred to in § 1314.101(a), the
certification includes a statement that
the regulated person understands each
of the requirements that apply in this
part and agrees to comply with the
requirements.

(b) When a regulated person files the
initial self-certification, the
Administration will assign the regulated
person to one of twelve groups. The
expiration date of the self-certification
for all regulated persons in any group
will be the last day of the month
designated for that group. In assigning a
regulated person to a group, the
Administration may select a group with
an expiration date that is not less than
12 months or more than 23 months from
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the date of self-certification. After the
initial certification period, the regulated
person must update the self-certification
annually.

(c) The regulated person who makes
a sale at retail of a scheduled listed
chemical product and is required under
§ 1310.03 of this chapter to submit a
report of the sales transaction to the
Attorney General must provide a
separate certification for each place of
business at which the regulated person
sells scheduled listed chemical products
at retail.
W 4. Section 1314.103 is added to read
as follows:

§1314.103 Self-certification fee; time and
method of fee payment.

(a) Each regulated person who makes
a sale at retail of a scheduled listed
chemical product and is required under
§ 1310.03 of this chapter to submit a
report of the sales transaction to the
Administration must pay a fee for each
self-certification. For each initial
application to self-certify, and for the
renewal of each existing self-
certification, a regulated seller shall pay
a fee of $21.

(b) The fee for self-certification shall
be waived for any person holding a
current, DEA registration in good
standing as a pharmacy to dispense
controlled substances.

(c) A regulated person shall pay the
fee at the time of self-certification.

(d) Payment shall be made by credit
card.

(e) The self-certification fee is not
refundable.

Dated: April 8, 2011.
Joseph T. Rannazzisi,

Deputy Assistant Administrator, Office of
Diversion Control.

[FR Doc. 2011-9016 Filed 4-12—11; 8:45 am]
BILLING CODE 4410-09-P

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Part 1
[TD 9515]
RIN 1545-BH20

Guidance Under Section 1502;
Amendment of Matching Rule for
Certain Gains on Member Stock

Correction

In rule document 2011-4846
appearing on pages 11956—11959 in the
issue of Friday, March 4, 2011, make the
following corrections:

1. On page 11956, in the third
column, under the Background heading,

in the third line, “See” should read
“See”.

2. On page 11957, in the first column,
in the sixth line from the top, “See”
should read “See”.

PART 1—[CORRECTED]

3. On page 11958, in the first column,
in the fourth line, in amendatory
instruction 3., “Paragraph (c)(7(iii)”
should read “Paragraph (c)(7)(iii)”.

§1.1502-13 [Corrected]

4. On the same page, in §1.502—
13(c)(7)(ii), in Example 16(b), in the
third column, in the 36th line, “See”
should read “See”.

5. On the same page, in § 1.502—
13(c)(7)(ii), in Example 17(b), in the
third column, in the fourth line from the
bottom, “See” should read “See”.

6. On page 11959, in § 1.502—
13(c)(7)(ii), in Example 17(b), in the first
column, in the 16th line from the top,
“See” should read “See”.

7. On the same page, in § 1.502—
13(c)(7)(iii)(B), in the first column, in
the third line, “see” should read “see”.

8. On the same page, in § 1.502—
13(c)(7)(iii)(B), in the first column, in
the seventh line, “see” should read “see”.

§1.502-13T [Corrected]

9. On the same page, in § 1.502—
13T(a), in the first column, in the
second line, “see” should read “see”.

10. On the same page, in §1.502—
13T(a)(B)(2), in the second column, in
the 14th line, “see” should read “see”.

11. On the same page, in § 1.502—-13T,
in the second column, in paragraph
(£)(5)(i1)(B)(3) through (f)(5)(ii)(E), in the
second line, “see” should read “see”.

12. On the same page, in §1.502—
13T(a)(F)(2), in the second column, in
the third line, “see” should read “see”.
[FR Doc. C1-2011-4846 Filed 4-12-11; 8:45 am)]
BILLING CODE 1505-01-D

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 110
[Docket No. USCG—-2008-1082]
RIN 1625-AA01

Anchorage Regulations; Port of New
York

AGENCY: Coast Guard, DHS.
ACTION: Final rule.

SUMMARY: The Coast Guard is revising
Anchorage Ground No. 19 located east
of the Weehawken-Edgewater Federal

Channel on the Hudson River. The
revision is necessary to facilitate safe
navigation and provide safe and secure
anchorages for vessels operating in the
area. This action is intended to increase
the safety of life and property of both
the anchored vessels and those
operating in the area as well as to
provide for the overall safe and efficient
flow of commerce.

DATES: This rule is effective May 13,
2011.

ADDRESSES: Comments and material
received from the public, as well as
documents mentioned in this preamble
as being available in the docket, are part
of docket USCG—2008-1082 and are
available online by going to http://
www.regulations.gov, inserting USCG—
2008-1082 in the “Keyword” box, and
then clicking “Search.” This material is
also available for inspection or copying
at the Docket Management Facility (M—
30), U.S. Department of Transportation,
West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
e-mail Mr. Jeff Yunker, Coast Guard
Sector New York, Waterways
Management Division; telephone
718-354—4195, e-mail
Jeff.M.Yunker@uscg.mil. If you have
questions on viewing the docket, call
Renee V. Wright, Program Manager,
Docket Operations, telephone 202—-366—
9826.

SUPPLEMENTARY INFORMATION:

Regulatory Information

On September 18, 2009, we published
a notice of proposed rulemaking
(NPRM) entitled Anchorage Regulations;
Port of New York in the Federal
Register (74 FR 47906). We received one
comment on the NPRM. No public
meeting was requested and none was
held. On April 28, 2010, we published
a supplemental notice of proposed
rulemaking (SNPRM) entitled
Anchorage Regulations; Port of New
York in the Federal Register (75 FR
22323). We received one comment on
the SNPRM. A public meeting was
requested by the New York City
Department of Parks and Recreation
(NYC Parks) but the Coast Guard
determined a public meeting was not
necessary in this case. Instead, a
meeting with representatives from the
NYC Parks, Sandy Hook Pilots
Association, and U.S. Army Corps of
Engineers New York District was held
on August 31, 2010, to discuss their
comment in relation to commercial
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vessel operations in this area of the
Hudson River. The results of the
meeting are discussed in the Discussion
of Comments and Changes section.

Basis and Purpose

The Hudson River Pilots Association,
through the Port of New York/New
Jersey Harbor Safety, Navigation and
Operations Committee, has had several
discussions with the Coast Guard over
the years examining the possibility of
relocating Anchorage Ground
No. 19; two years ago they requested
that the Coast Guard formally revise the
boundaries of Anchorage Ground No.
19, which is located on the Hudson
River, east of the Weehawken-Edgewater
Federal Channel and south of the
George Washington Bridge.

Due to severe recurring shoaling
within the Weehawken-Edgewater
Federal Channel, the Hudson River
Pilots requested and received
authorization from the Coast Guard and
Army Corps of Engineers (ACOE) to
pilot vessels through the deeper and
safer water located within the
boundaries of Anchorage Ground No.
19.

Background

Due to shoaling, the March 2007
ACOE survey verified a controlling
depth of 27 feet in the right outside
quarter of the Weehawken-Edgewater
Federal Channel where vessels bound
for ports north of New York City would
have to transit. As published by the
ACOE Institute for Water Resources,
vessels with drafts of up to 34 feet
routinely transit the Hudson River. In
calendar year 2006, there were 6,562
transits on the Hudson River between
the mouth of the Harlem River and
Waterford, NY by vessels with a draft of
27 feet or greater. In 2007, the number

of transits was 4,120. In 2008, there
were 120 transits. Vessels with a draft
of 27 feet or greater would be required
to transit through the deeper water
which is within the current boundaries
of Anchorage Ground No. 19.

Anchorage Ground No. 19 is the
closest Anchorage Ground available for
use when there is no space for
temporary anchoring within the Upper
New York Bay Anchorage Grounds.
Hence, these vessels transit to
Anchorage Ground No. 19 to await a
berth, or orders, to minimize fuel
consumption and provide an orderly
flow of commerce within the harbor and
the New England region. Tug and barge
traffic within the harbor has increased
37% since 1991, concurrently
increasing use of the anchorage.

On October 14, 2008, the Coast Guard
Captain of the Port New York issued an
Advisory Notice notifying the maritime
community that, in accordance with 33
CFR 110.155(c)(5)(i), vessels would only
be allowed to anchor on the western
boundary of Anchorage Ground No. 19.
This temporary solution was necessary
to facilitate deep draft vessel transits
through the eastern portion of
Anchorage Ground No. 19.

On September 18, 2009, the Coast
Guard published a Notice of Proposed
Rulemaking (NPRM) titled “Anchorage
Regulations; Port of New York” (Docket
number USCG-2008-1082) in the
Federal Register (74 FR 47906). The
proposal sought to amend Anchorage
Ground No. 19 by dividing it into two
separate anchorages (Anchorage Ground
No. 19 East and Anchorage Ground No.
19 West), thereby relocating the majority
of the anchorage area to the western side
of the Hudson River.

The relocation of the anchorage
would allow deep draft vessels to transit
the deeper water without having to

transit through the existing Anchorage
Ground No. 19.

In that NPRM, it was stated that the
ACOE would relocate the Weehawken-
Edgewater Federal Channel to the east
of its current location and the Coast
Guard would relocate Anchorage
Ground No. 19 to the west of its current
location.

After the publication of the NPRM,
the ACOE advised the Coast Guard that
it did not intend to seek Congressional
action to de-authorize the Weehawken-
Edgewater Federal Channel. However,
the ACOE also advised that it does not
object to the Coast Guard establishing an
Anchorage Ground in the existing
Weehawken-Edgewater Federal
Channel.

Consequently, to facilitate safe
navigation of deep draft vessels, the
Coast Guard published a supplemental
notice of proposed rulemaking (SNPRM)
titled “Anchorage Regulations; Port of
New York” in the Federal Register on
April 28, 2010 (75 FR 22323) revising its
proposal to disestablish Anchorage
Ground No. 19 and establish two
separate anchorage grounds, Anchorage
Ground No. 19 East and Anchorage
Ground No. 19 West. This would be
accomplished by dividing Anchorage
Ground No. 19 into an east and a west
portion and relocating the majority of
the anchorage area (new Anchorage
Ground No. 19 West) from the eastern
half of the Hudson River to the western
half closer to the New Jersey shore (over
the Weehawken-Edgewater Federal
Channel). The following graphics
display the current boundary of
Anchorage Ground No. 19 and the
revised boundaries of Anchorage
Grounds No. 19 East and No. 19 West:
BILLING CODE 9110-04-P
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BILLING CODE 9110-04-C

Disestablishing Anchorage Ground
No. 19 and establishing Anchorage
Ground No. 19 East and Anchorage
Ground No. 19 West creates a 400 yard
wide area of deeper water between the
newly established anchorage grounds.
This change allows deep draft vessels to
transit the deeper water of the Hudson
River without having to transit through
an existing anchorage ground.

The Weehawken-Edgewater Federal
Channel is authorized by Congress, and
constructed and maintained by the
ACOE. The ACOE has advised the Coast
Guard that no portion of the
Weehawken-Edgewater Federal Channel
will be relocated in conjunction with
the reapportionment, relocation and
establishment of Anchorage Ground No.
19 East and West. The ACOE has further
advised that establishment of an
anchorage ground in the Weehawken-
Edgewater Federal Channel is not
expected to impede navigation or result
in a need to maintain channel depth

Deepwater for
‘essel transits

Manhattan

because the Weehawken-Edgewater
Federal Channel currently supports no
commercial vessel traffic.

According to the ACOE the
Weehawken-Edgewater Federal Channel
was originally intended to support
commercial vessel traffic on the New
Jersey waterfront in the vicinity of the
Channel. However, due to changes in
shoreline usage from industrial to
residential and recreational, the original
intent of the Channel no longer exists.
As a result there has not been a need to
dredge the Weehawken-Edgewater
Federal Channel segment to its
authorized depth since it was last
dredged in 1994.

The ACOE further advised that it does
not appear likely that a need will arise
in the foreseeable future to maintain the
channel for commercial vessel traffic
intending to access New Jersey
waterfront and shore facilities.
However, should a need recur in the
future to accommodate commercial

traffic, the use of the areas as anchorage
grounds would be re-evaluated.

In the interest of safe navigation and
to minimize confusion, the ACOE and
the USCG will request that the National
Oceanic and Atmospheric
Administration (NOAA) remove the
Weehawken-Edgewater Federal Channel
designation from NOAA charts. In
addition, the Coast Guard will request
chart corrections removing the
Anchorage Ground No. 19 boundary
line designation and adding the
boundary lines for the revised
Anchorage Ground No. 19 East and
Anchorage Ground No. 19 West.

Discussion of Comments and Changes

The Coast Guard received one
comment on the NPRM from the U.S.
Army Corps of Engineers (ACOE). In
that NPRM, the Coast Guard stated that
the ACOE would relocate the
Weehawken-Edgewater Channel to the
east of its current location and the Coast
Guard would relocate Anchorage



20528

Federal Register/Vol. 76, No. 71/Wednesday, April 13, 2011/Rules and Regulations

Ground No. 19 to the west of its current
location.

After the publication of the NPRM,
the ACOE advised the Coast Guard that
it did not intend to seek Congressional
action to de-authorize the Weehawken-
Edgewater Channel. However, the ACOE
also advised that it did not object to the
Coast Guard establishing an Anchorage
Ground in the existing Weehawken-
Edgewater Channel.

Consequently, the Coast Guard
revised its proposal and published a
Supplemental Notice of Proposed
Rulemaking (SNPRM) seeking to
disestablish Anchorage Ground No. 19
and establish two separate anchorage
grounds, Anchorage Ground No. 19 East
and Anchorage Ground No. 19 West.

The Coast Guard received one
comment on the SNPRM from the New
York City Parks and Recreation
Department (NYC Parks).

NYC Parks requested clarification that
this rulemaking would not impact their
recreational mooring fields along the
Manhattan shoreline north and south of
the 79th Street Boat Basin. NYC Parks
is still authorized to administer the
mooring fields along the Manhattan
shoreline; therefore, the use of these
mooring fields will not be affected by
this rule. In addition, the Coast Guard
will submit chart corrections to be
published to identify these mooring
fields on government navigation charts.

NYC Parks further requested that the
two mooring fields be designated as
special anchorage areas as part of the
current rule. The Coast Guard is
currently reviewing NYC Parks’ request
to designate the two mooring fields as
special anchorage areas; however any
designation of the two mooring fields as
special anchorage areas would be done
as part of a separate rulemaking process.

NYC Parks requested clarification that
this rulemaking would potentially
eliminate 452 acres of open vessel
anchorage area and eliminate the
mooring fields north and south of the
79th Street Boat Basin. As stated above
the use of the NYC Parks mooring fields
will not be affected by this rule. The 452
acres of Anchorage Ground No. 19 being
disestablished were intended for the use
of commercial shipping and not
recreational vessels that use the 79th
Street Boat Basin and mooring fields
along the Manhattan shoreline.

NYC Parks commented that this
rulemaking would potentially
jeopardize their ability to fund and
service the marina due to the removal of
their mooring fields. This rulemaking
will not potentially jeopardize NYC
Parks’ ability to fund and service the
marina due to the removal of the
mooring fields because the mooring

fields are not being removed or
impacted in any way.

NYC Parks commented that Riverside
Park concessions would be negatively
impacted, and Riverside Park itself
would lose one of its engaging and
popular features. Riverside Park will not
be impacted by this rulemaking as NYC
Parks is still authorized to administer
their mooring fields. Marine events and
recreational boating usage will continue
to be administered on a not to interfere
basis with commercial shipping and
Tugs/Barges as stated below.

NYC Parks requested that these rules
be revised to protect the right of
recreational boaters to use these waters
and that the mooring fields be
designated as Special Anchorage Areas
for these purposes. NYC Parks is still
authorized to administer their two
mooring fields along the Manhattan
shoreline, north and south of the 79th
Street Boat Basin. Chart corrections will
be submitted by the Coast Guard to
display these mooring fields on the
navigation charts. In addition, the USCG
is reviewing NYC Parks request to
establish two Special Anchorage Areas
north and south of the 79th Street Boat
Basin.

NYC Parks commented that the transit
of commercial tugs and barges in closer
proximity to the 70-year-old boat basin
and mooring fields would exacerbate
the damages and impacts caused by
large wakes of passing vessels on the
Hudson River. At the meeting held with
NYC Parks on August 13, 2010, the
Sandy Hook Pilots representative stated
that they have been piloting vessels
along the current route, east of the
Weehawken-Edgewater Federal
Channel, through Anchorage Ground
No. 19, on a continual basis since before
the 1970s. In addition, tugs and barges
have always been authorized to transit
through Anchorage Ground No. 19,
whether to anchor in a position near the
79th Street Boat Basin, or to continue
their transit through the Hudson River.
Since under this rule tugs and barges
will be anchoring further away from the
79th Street Boat Basin and deep draft
transits through the area are down from
previous years, as noted by the ACOE
Institute for Water Resources, the Coast
Guard believes that this rule will
alleviate impacts from wakes on the
boat basin and mooring field.

NYC Parks commented that this
revision may seriously impact
established marine events and a growing
number of recreational users in the area.
As previously stated the Sandy Hook
Pilots have been using this transit route
through the current Anchorage Ground
No. 19 since before the 1970s.
Additionally, the area was always

available for use as an Anchorage
Ground by vessels not constrained by
draft. Marine Event permits have been
issued for events held in the Anchorage
Ground as long as the participants
abided by the Inland Navigation Rules
and did not interfere with commercial
navigation within the Anchorage
Ground.

As previously stated Anchorage
Ground No. 19 was established over 20
years prior to the 79th Street Boat Basin
and mooring fields. Due to the
fluctuation of commercial vessel traffic
on the Hudson River, and based upon
changing economic conditions, demand
for home heating oil, etc, the USCG may
not always be able to approve marine
event applications in this area of the
Hudson River regardless of the
Anchorage Ground configuration.

NYC Parks requested a public meeting
be held. A public meeting was not held
since the written comments clearly
expressed the views of the commenter
and oral presentations would not aid the
rulemaking process.

Finally, this rule intends to reflect
and formalize past and current vessel
navigation practices through the waters
within Anchorage Ground No. 19.

Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes or
executive orders.

Executive Order 12866 and Executive
Order 13563

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, as supplemented
by Executive Order 13563, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order.

We expect minimal additional cost
impacts to the industry because this rule
is not imposing fees, permits, or
specialized requirements for the
maritime industry to utilize these
anchorage areas. This rule is revising
the Anchorage Ground No. 19 in order
to facilitate safe navigation and provide
safe and secure anchorages for vessels
operating in the area. This revision
would allow deep draft vessels to transit
the deeper water without having to
transit through an anchorage ground.
This would improve safety for small
vessels using the anchorage grounds and
would facilitate the transit of deep draft
vessels.
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Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.
This rule will affect the following
entities, some of which might be small
entities: The owners or operators of
vessels intending to transit through the
Anchorage Grounds 19 East and 19
West. Vessels intending to anchor in the
current Anchorage Ground No. 19 will
still be able to anchor in the revised
Anchorage Ground No. 19 East or No. 19
West. NYC Parks will still be authorized
to administer recreational mooring
fields located along the Manhattan
shoreline, north and south of the 79th
Street Boat Basin. The labeling of these
mooring fields on Government
navigation charts will create a positive
impact in the area by increasing
awareness of the location of smaller
recreational vessels. Additionally, the
recreational vessels will no longer have
to maneuver around larger anchored
vessels when entering, or departing, the
79th Street Boat Basin or mooring fields.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
in the NPRM we offered to assist small
entities in understanding the rule so
that they could better evaluate its effects
on them and participate in the
rulemaking process.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1—
888—REG-FAIR (1-888-734—3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such an expenditure,
we do discuss the effects of this rule
elsewhere in this preamble.

Taking of Private Property

This rule will not cause a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b) (2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and

responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—-01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded this action is one of a
category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule is categorically
excluded, under figure 2—1, paragraph
(34)(f), of the Instruction as this rule
involves changing the size of an existing
anchorage ground and dividing it into
two separate anchorage areas resulting
in a reduction in the overall size of the
anchorage areas. An environmental
analysis checklist and a categorical
exclusion determination are available in
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the docket where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 110

Anchorage grounds.

For the reasons discussed in the
preamble, the Coast Guard is amending
33 CFR part 110 as follows:

PART 110—ANCHORAGE
REGULATIONS

m 1. The authority citation for part 110
continues to read as follows:

Authority: 33 U.S.C. 471, 1221 through
1236, 2030, 2035, 2071; 33 CFR 1.05-1;
Department of Homeland Security Delegation
No. 0170.1.

m 2. Amend § 110.155, by revising
paragraph (c)(5) to read as follows:

§110.155 Port of New York.

* * * * *

(C) * k%

(5) Anchorages No. 19 East and 19
West.

(i) Anchorage No. 19 East. All waters
of the Hudson River bound by the
following points: 40°49°42.6” N,
073°57’14.7” W; thence to 40°49’45.9” N,
073°57722.0” W; thence to 40°49’52.0” N,
073°5722.0” W; thence to 40°50°08.3” N,
073°57/10.8” W; thence to 40°50’55.4” N,
073°56"59.7” W; thence to 40°51°02.5” N,
073°56’57.4” W; thence to 40°51°00.8” N,
073°56’49.4” W; thence along the
shoreline to the point of origin.

(ii) Anchorage No. 19 West. All waters
of the Hudson River bound by the
following points: 40°46'56.3” N,
073°5942.2” W; thence to 40°47’36.9” N,
073°59'11.7” W; thence to 40°49’31.3” N,
073°57/43.8” W; thence to 40°49’40.2” N,
073°57’37.6” W; thence to 40°49’52.4” N,
073°57’37.6” W; thence to 40°49’57.7” N,
073°57’47.3” W; thence to 40°49’32.2” N,
073°58"12.9” W; thence to 40°49’00.7” N,
073°58733.1” W; thence to 40°48728.7” N,
073°58’53.8” W; thence to 40°47’38.2” N,
073°5931.2” W; thence to 40°47°02.7” N,
073°59'57.4” W; thence to the point of
origin.

(iii) The following regulations apply
to 33 CFR 110.155(c)(5)(i) and (ii):

(A) No vessel may conduct lightering
operations in these anchorage grounds
without permission from the Captain of
the Port. When lightering is authorized,
the Captain of the Port New York must
be notified at least four hours in
advance of a vessel conducting
lightering operations as required by
156.118 of this title.

(B) Any vessel conducting lightering
or bunkering operations shall display by
day a red flag (46 CFR 35.30-1; Pub 102;
International Code of Signals signaling
instructions) at its mast head or at least
10 feet above the upper deck if the

vessel has no mast, and by night the flag
must be illuminated by spotlight. These
signals shall be in addition to day
signals, lights and whistle signals as
required by rules 30 (33 U.S.C 2030 and
33 CFR 83.30) and 35 (33 USC 2035 and
33 CFR 83.35) of the Inland Navigation
Rules when at anchor in a general
anchorage area.

(C) Within an anchorage, fishing and
navigation are prohibited within 500
yards of an anchored vessel displaying
a red flag.

(D) These anchorage grounds are only
authorized for use by tugs and/or barges.

(E) No vessel may occupy this
anchorage ground for a period of time in
excess of 96 hours without prior
approval of the Captain of the Port.

(F) No vessel may anchor in
Anchorage No. 19 East or No. 19 West
without permission from the Captain of
the Port.

(G) Each vessel shall report its
position within Anchorage No. 19 East
or No. 19 West to the Captain of the Port
immediately after anchoring.

(H) All coordinates referenced use
datum: NAD 83.

* * * * *

Dated: March 28, 2011.
Daniel A. Neptun,

Rear Admiral, U.S. Coast Guard, Commander,
First Coast Guard District.

[FR Doc. 2011-8827 Filed 4-12-11; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG-2011-0132]
RIN 1625-AA00

Safety Zone; Boom Days, Buffalo
Outer Harbor, Buffalo, NY

AGENCY: Coast Guard, DHS.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary safety zone in
the Buffalo Outer Harbor, Buffalo, NY
for the Boom Days Fireworks. This zone
is intended to restrict vessels from
Doug’s Dive, the NFTA small boat
harbor and a portion of the Buffalo
Outer Harbor, Buffalo, NY during the
Boom Days Fireworks on April 16, 2011.
This temporary safety zone is necessary
to protect spectators and vessels from
the hazards associated with a firework
display.

DATES: This rule is effective on April 16,
2011 from 8 p.m. through 9:30 p.m.

ADDRESSES: Documents indicated in this
preamble as being available in the
docket, are part of docket USCG-2011—
0132 and are available online by going
to http://www.regulations.gov, inserting
USCG-2011-0132 in the “Keyword”
box, and then clicking “Search.” This
material is also available for inspection
or copying at the Docket Management
Facility (M-30), U.S. Department of
Transportation, West Building Ground
Floor, Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590,
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
rule, call or e-mail MST3 Rory Boyle,
Marine Events Coordinator, U.S. Coast
Guard Sector Buffalo; telephone 716—
843-9343, e-mail rory.c.boyle@uscg.mil.
If you have questions on viewing the
docket, call Renee V. Wright, Program
Manager, Docket Operations, telephone
202—-366-9826.

SUPPLEMENTARY INFORMATION:

Regulatory Information

The Coast Guard is issuing this
temporary final rule without prior
notice and opportunity to comment
pursuant to authority under section 4(a)
of the Administrative Procedure Act
(APA) (5 U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because
awaiting a comment period to run
would be impractical and contrary to
the public interest in that it would
prevent the Captain of the Port Buffalo
from performing the function of keeping
the boating public safe from the hazards
associated with a maritime fireworks
display.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. Due to the need for immediate
action, the restriction of vessel traffic is
necessary to protect life, property and
the environment. Therefore, awaiting a
30 day effective period to run is
impracticable and contrary to the public
interest in that it would prevent the
Captain of the Port Buffalo from
protecting persons and vessels involved
in and observing the event.
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Background and Purpose

This temporary safety zone is
necessary to ensure the safety of vessels
and spectators from hazards associated
with a fireworks display. The Captain of
the Port Buffalo has determined that
fireworks launched proximate to
watercraft pose a significant risk to
public safety and property. Boom Days
is an event established to celebrate the
removal of the ice boom in Lake Erie
and the beginning of spring.
Establishing a safety zone to control
vessel movement around the location of
the launch platform will help ensure the
safety of persons and property at these
events and help minimize the associated
risks.

Discussion of Rule

A temporary safety zone is necessary
to ensure the safety of spectators and
vessels during the setup, loading, and
launching of a fireworks display in
conjunction with the Boom Days
Fireworks. The fireworks display will
occur on April 16, 2011 from 8 p.m.
through 9:30 p.m. The safety zone will
encompass all waters of the NFTA small
boat marina known as Doug’s Dive and
part of the Buffalo Outer Harbor,
Buffalo, NY within a 370 foot radius
from position 42°50°57.70” N,
78°51'46.52” W, 42°50°56.25” N,
78°51’47.61” W (NAD 83).

All persons and vessels must comply
with the instructions of the Coast Guard
Captain of the Port Buffalo or on-scene
representative. Entry into, transiting, or
anchoring within the safety zone is
prohibited unless authorized by the
Captain of the Port Buffalo or on-scene
representative. The Captain of the Port
Buffalo or on-scene representative may
be contacted via VHF Channel 16.

Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes or
executive orders.

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order.

The Coast Guard determined that this
rule is not a significant regulatory action
because of the minimal time that the
area will be restricted. Vessels may still
transit with the permission of the

Captain of the Port Buffalo or on-scene
representative. The Coast Guard expects
this area will have an insignificant
adverse impact to mariners from the
zones activation.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.

This rule will affect the following
entities, some of which may be small
entities: The owners or operators of
vessels intending to transit or anchor in
a portion of the Buffalo Outer Harbor,
Buffalo, NY on April 16, 2011 from 8
p-m. until 9:30 p.m.

This safety zone will not have a
significant economic impact on a
substantial number of small entities
because of the minimal amount of time
in which the safety zone will be
enforced. This safety zone will only be
enforced for 90 minutes in a low vessel
traffic area. Vessel traffic can pass safely
around the zone. Before the effective
period, we will issue maritime
advisories, which include a Broadcast
Notice to Mariners.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offer to assist small entities in
understanding the rule so that they can
better evaluate its effects on them and
participate in the rulemaking process.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG-FAIR (1-888—734-3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such expenditure, we
do discuss the effects of this rule
elsewhere in this preamble.

Taking of Private Property

This rule will not affect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
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responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—-01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded this action is one of a
category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule is categorically
excluded, under figure 2—1, paragraph
(34)(g), of the Instruction. This rule
involves the establishment of a safety
zone. An environmental analysis
checklist and a categorical exclusion
determination are available in the
docket where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1231; 46 U.S.C.
Chapter 701, 3306, 3703; 50 U.S.C. 191, 195;
33 CFR 1.05-1, 6.04—1, 6.04—6, and 160.5;
Pub. L. 107-295, 116 Stat. 2064; Department
of Homeland Security Delegation No. 0170.1.

m 2. Add § 165.T09-0132 to read as
follows:

§165.T09-0132 Safety zone; Boom Days
Fireworks, Buffalo Outer Harbor, Buffalo,
NY.

(a) Location. The safety zone will
encompass all U.S. navigable waters of
the Niagara River, Niagara Falls, NY,
within a 370 foot radius from position
42°50'57.70” N, 78°51746.52” W,
42°50°56.25” N, 78°51°47.61” W (NAD
83).

(b) Effective period. This regulation
will be effective and the safety zone
enforced from 8 p.m. through 9:30 p.m.
on April 16, 2011.

(c) Regulations.

(1) In accordance with the general
regulations in section 165.23 of this
part, entry into, transiting, or anchoring
within this safety zone is prohibited
unless authorized by the Captain of the
Port Buffalo or on-scene representative.

(2) This safety zone is closed to all
vessel traffic, except as may be
permitted by the Captain of the Port
Buffalo or on-scene representative.

(3) The “on-scene representative” of
the Captain of the Port is any Coast
Guard commissioned, warrant, or petty
officer who has been designated by the
Captain of the Port Buffalo to act on his
behalf. The on-scene representative of
the Captain of the Port Buffalo will be
aboard either a Coast Guard or Coast
Guard Auxiliary vessel.

(4) Vessel operators desiring to enter
or operate within the safety zone shall
contact the Captain of the Port Buffalo
or on-scene representative to obtain
permission to do so. The Captain of the
Port Buffalo or on-scene representative
may be contacted via VHF Channel 16.

(5) Vessel operators given permission
to enter or operate in the safety zone
must comply with all directions given to
them by the Captain of the Port Buffalo
or on-scene representative.

Dated: March 28, 2011.
R.S. Burchell,

Captain, U.S. Coast Guard, Captain of the
Port Buffalo.

[FR Doc. 2011-8882 Filed 4-12—11; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG—-2011-0131
RIN 1625-AA00

Safety Zone; Boom Days, Niagara
River, Niagara Falls, NY

AGENCY: Coast Guard, DHS.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary safety zone on
the Niagara River, Niagara Falls, NY for
the Boom Days Fireworks. This zone is
intended to restrict vessels from La Salle
Marina and a portion of the Niagara
River, Niagara Falls, NY during the
Boom Days Fireworks on April 16, 2011.
This temporary safety zone is necessary
to protect spectators and vessels from
the hazards associated with a firework
display.

DATES: This rule is effective on April 16,
2011 from 8 p.m. through 9:30 p.m.
ADDRESSES: Documents indicated in this
preamble as being available in the
docket, are part of docket USCG-2011—
0131 and are available online by going
to http://www.regulations.gov, inserting
USCG-2011-0131 in the “Keyword”
box, and then clicking “Search.” This
material is also available for inspection
or copying at the Docket Management
Facility (M-30), U.S. Department of
Transportation, West Building Ground
Floor, Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590,
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
rule, call or e-mail MST3 Rory Boyle,
Marine Events Coordinator, U.S. Coast
Guard Sector Buffalo; telephone 716—
843-9343, e-mail rory.c.boyle@uscg.mil.
If you have questions on viewing the
docket, call Renee V. Wright, Program
Manager, Docket Operations, telephone
202-366-9826.

SUPPLEMENTARY INFORMATION:

Regulatory Information

The Coast Guard is issuing this
temporary final rule without prior
notice and opportunity to comment
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pursuant to authority under section 4(a)
of the Administrative Procedure Act
(APA) (5 U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because
awaiting a comment period to run
would be impractical and contrary to
the public interest in that it would
prevent the Captain of the Port Buffalo
from performing the function of keeping
the boating public safe from the hazards
associated with a maritime fireworks
display.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. Due to the need for immediate
action, the restriction of vessel traffic is
necessary to protect life, property and
the environment. Therefore, awaiting a
30 day effective period to run is
impracticable and contrary to the public
interest in that it would prevent the
Captain of the Port Buffalo from
protecting persons and vessels involved
in and observing the event.

Background and Purpose

This temporary safety zone is
necessary to ensure the safety of vessels
and spectators from hazards associated
with a fireworks display. The Captain of
the Port Buffalo has determined that
fireworks launched proximate to
watercraft pose a significant risk to
public safety and property. Boom Days
is an event established to celebrate the
removal of the ice boom in Lake Erie
and the beginning of spring.
Establishing a safety zone to control
vessel movement around the location of
the launch platform will help ensure the
safety of persons and property at these
events and help minimize the associated
risks.

Discussion of Rule

A temporary safety zone is necessary
to ensure the safety of spectators and
vessels during the setup, loading, and
launching of a fireworks display in
conjunction with the Boom Days
Fireworks. The fireworks display will
occur on April 16, 2011 from 8:30 p.m.
through 9 p.m. The safety zone will
encompass all waters of La Salle Marina
and part of the Niagara River, Niagara
Falls, NY within a 210 foot radius from
position 43°4’24.02” N, 78°59'9.18” W
(NAD 83).

All persons and vessels must comply
with the instructions of the Coast Guard
Captain of the Port or the designated on-
scene representative. Entry into,
transiting, or anchoring within the
safety zone is prohibited unless
authorized by the Captain of the Port
Buffalo or on-scene representative. The
Captain of the Port Buffalo or on-scene
representative may be contacted via
VHF Channel 16.

Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes or
executive orders.

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order.

The Coast Guard determined that this
rule is not a significant regulatory action
because of the minimal time that the
area will be restricted. Vessels may still
transit with the permission of the
Captain of the Port Buffalo or designated
on-scene representative. The Coast
Guard expects this area will have an
insignificant adverse impact to mariners
from the zones activation.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.

This rule will affect the following
entities, some of which may be small
entities: The owners or operators of
vessels intending to transit or anchor in
a portion of the Niagara River, Niagara
Falls, NY on April 16, 2011 from 8 p.m.
until 9:30 p.m.

This safety zone will not have a
significant economic impact on a
substantial number of small entities
because of the minimal amount of time

in which the safety zone will be
enforced. This safety zone will only be
enforced for 90 minutes in a low vessel
traffic area. Vessel traffic can pass safely
around the zone. Before the effective
period, we will issue maritime
advisories, which include a Broadcast
Notice to Mariners.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offer to assist small entities in
understanding the rule so that they can
better evaluate its effects on them and
participate in the rulemaking process.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1—
888—REG—FAIR (1-888-734—-3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such an expenditure,
we do discuss the effects of this rule
elsewhere in this preamble.
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Taking of Private Property

This rule will not cause a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are

technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—-01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f1), and
have concluded this action is one of a
category of actions which do not
individually or cumulatively have a
significant effect on the human
environment. This rule is categorically
excluded, under figure 2—1, paragraph
(34)(g), of the Instruction. This rule
involves the establishment of a safety
zone. An environmental analysis
checklist and a categorical exclusion
determination are available in the
docket where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1231; 46 U.S.C.
Chapter 701, 3306, 3703; 50 U.S.C. 191, 195;
33 CFR 1.05-1, 6.04—1, 6.04—6, and 160.5;
Pub. L. 107-295, 116 Stat. 2064; Department
of Homeland Security Delegation No. 0170.1.

m 2. Add § 165.T09-0131 to read as
follows:

§165.T09-0131 Safety zone; Boom Days
Fireworks, Niagara River, Niagara Falls, NY.

(a) Location. The safety zone will
encompass all U.S. navigable waters of
the Niagara River, Niagara Falls, NY,
within a 210 foot radius from position
43°4’24.02” N 78°59’9.18” W (NAD 83).

(b) Effective period. This regulation
will be effective and the safety zone
enforced from 8:00 p.m. until 9:30 p.m.
on April 16, 2011.

(c) Regulations. (1) In accordance with
the general regulations in section 165.23
of this part, entry into, transiting, or
anchoring within this safety zone is
prohibited unless authorized by the
Captain of the Port Buffalo, or on-scene
representative.

(2) This safety zone is closed to all
vessel traffic, except as may be
permitted by the Captain of the Port
Buffalo or on-scene representative.

(3) The “on-scene representative” of
the Captain of the Port Buffalo is any
Coast Guard commissioned, warrant, or
petty officer who has been designated
by the Captain of the Port to act on his
behalf. The on-scene representative of
the Captain of the Port Buffalo will be
aboard either a Coast Guard or Coast
Guard Auxiliary vessel.

(4) Vessel operators desiring to enter
or operate within the safety zone shall
contact the Captain of the Port Buffalo
or on-scene representative to obtain
permission to do so. The Captain of the
Port Buffalo or on-scene representative
may be contacted via VHF Channel 16.

(5) Vessel operators given permission
to enter or operate in the safety zone
must comply with all directions given to
them by the Captain of the Port Buffalo
or on-scene representative.

Dated: March 28, 2011.
R.S. Burchell,

Captain, U.S. Coast Guard, Captain of the
Port Buffalo.

[FR Doc. 2011-8884 Filed 4—12—11; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF EDUCATION

34 CFR Parts 600, 602, 603, 668, 682,
685, 686, 690, and 691
[Docket ID ED-2010-OPE-0004]

RIN 1840-AD02

Program Integrity Issues

AGENCY: Office of Postsecondary
Education, Department of Education.
ACTION: Final regulations; correction.

SUMMARY: On October 29, 2010, the
Department of Education published in
the Federal Register (75 FR 66832) final
regulations for improving integrity in
the programs authorized under title IV
of the Higher Education Act of 1965, as
amended (HEA), by amending the
regulations for Institutional Eligibility
Under the HEA, the Secretary’s
Recognition of Accrediting Agencies,
the Secretary’s Recognition Procedures
for State Agencies, the Student
Assistance General Provisions, the
Federal Family Education Loan (FFEL)
Program, the William D. Ford Federal
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Direct Loan Program, the Teacher
Education Assistance for College and
Higher Education (TEACH) Grant
Program, the Federal Pell Grant
Program, and the Academic
Competitiveness Grant (AGC) and
National Science and Mathematics
Access to Retain Talent Grant (National
Smart Grant) Programs. This document
makes several corrections to the October
29 final regulations, including in the
preamble discussion and the regulatory
text.

DATES: Effective July 1, 2011, except that
the corrections to §668.58 are effective
July 1, 2012.

FOR FURTHER INFORMATION CONTACT:
Marty Guthrie, U.S. Department of
Education, 1990 K Street, NW., room
8042, Washington, DC 20006—8014.
Telephone: (202) 219-7031 or via the
Internet at: Marty.Guthrie@ed.gov.

If you use a telecommunications
device for the deaf (TDD), call the
Federal Relay Service (FRS), toll free, at
1-800-877—-8339.

Individuals with disabilities can
obtain this document in an accessible

format (e.g., braille, large print,
audiotape, or computer diskette) on
request to the contact listed in this
section.

SUPPLEMENTARY INFORMATION:

Electronic Access to This Document

You may view this document, as well
as all other Department of Education
documents published in the Federal
Register, in text or Adobe Portable
Document Format (PDF), on the Internet
at the following site: http://www.ed.gov/
news/fedregister/index.html. To use
PDF, you must have Adobe Acrobat
Reader, which is available free at this
site.

Note: The official version of this document
is the document published in the Federal
Register. Free Internet access to the official
edition of the Federal Register and the Code
of Federal Regulations is available via the
Federal Digital System at: http://
www.gpo.gov/fdsys.

Corrections to Preamble Discussion

1. On page 66857, in the third
column, in the fourth full paragraph
labeled as the Discussion section, the

words “enrolled in payment periods or
assigned to the 2011-12 and subsequent
award years” are corrected to read
“enrolled in payment periods assigned
to the 2011-12 and subsequent award
years”.

2. On page 66858, in the first column,
in the second paragraph labeled as
Discussion, the last sentence of that
paragraph is corrected by adding the
words “do not” between the words
“regulations” and “require”, so that the
sentence reads: “While these final
regulations do not require the creation
of a State licensing agency, a State may
choose to rely on such an agency to
legally authorize institutions to offer
postsecondary education in the State for
purposes of Federal program eligibility.”

3. On page 66862, the chart and its
notes are removed and the following
corrected chart and notes are added in
their place to clarify the items in the
third column labeled “Approval or
licensure process” that correspond to
Business entities and Charitable
organizations and to correct the third
bulleted note:

MEETS STATE AUTHORIZATION REQUIREMENTS *

Legal entity

Entity description

Approval or licensure process

Educational institution

Business

Charitable organization

A public, private nonprofit, or for-profit institution estab-
lished by name by a State through a charter, statute,
or other action issued by an appropriate State agen-
cy or State entity as an educational institution author-
ized to operate educational programs beyond sec-
ondary education, including programs leading to a
degree or certificate.

A for-profit entity established by the State on the basis
of an authorization or license to conduct commerce
or provide services.

A nonprofit entity established by the State on the basis
of an authorization or license for the public interest or
common good.

The institution must comply with any applicable State
approval or licensure process and be approved or li-
censed by name, and may be exempted from such
requirement based on its accreditation, or being in
operation at least 20 years, or use both criteria.

The State must have a State approval or licensure
process, and the institution must comply with the
State approval or licensure process and be approved
or licensed by name.

An institution in this category may not be exempted
from State approval or licensure based on accredita-
tion, years in operation, or a comparable exemption.

The State must have a State approval or licensure
process, and the institution must comply with the
State approval or licensure process and be approved
or licensed by name.

An institution in this category may not be exempted
from State approval or licensure based on accredita-
tion, years in operation, or a comparable exemption.

*Notes:

e Federal, tribal, and religious institutions are exempt from these requirements.
* A State must have a process, applicable to all institutions except tribal and Federal institutions, to review and address complaints directly or

through referrals.

e The chart does not take into account requirements related to State reciprocity.

4. On page 66862, in the first column,

under the heading Institutions
considered legally authorized under
amended § 600.9, the fourth bullet is
corrected by adding the words “by
name” prior to the period of the first
sentence so that it reads: “A nonprofit
institution has a State charter as a
postsecondary institution by name.”

5. On page 66865, in the second
column, the words “by name” are
removed from the eighth line in the
column so the affected sentence reads:
“We have amended proposed § 600.9 to
provide that, if an institution is an
entity that is established by name as an
educational institution by the State and
the State further requires compliance

with applicable State approval or
licensure requirements for the
institution to qualify as legally
authorized by the State for Federal
program purposes, the State may
exempt the institution from the State
approval or licensure requirements
based on the institution’s accreditation
by one or more accrediting agencies
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recognized by the Secretary or based
upon the institution being in operation
for at least 20 years.”

6. On page 66873, in the first column,
under the paragraph labeled as (2), the
sentence is corrected by adding the
words “or entity” between the words
“person” and “based”, so that the
sentence reads: “Whether the
commission, bonus, or other incentive
payment is provided to any person or
entity based in any part, directly or
indirectly, upon success in securing
enrollments or the award of financial
aid, which are defined as activities
engaged in for the purpose of the
admission or matriculation of students
for any period of time or the award of
financial aid.”

7. On page 66876, in the third
column, under the paragraph labeled as
(2), the sentence is corrected by adding
the words “or entity” between the words
“person” and “based”, so that the
sentence reads: “Whether the
commission, bonus, or other incentive
payment is provided to any person or
entity based in any part, directly or
indirectly, upon success in securing
enrollments or the award of financial
aid, which are defined as activities
engaged in for the purpose of the
admission or matriculation of students
for any period of time or the award of
financial aid.”

8. On page 66878, in the first column,
in the paragraphs labeled as the
Discussion section, in the third
paragraph, the sentence is corrected by
adding the words “or entity” after the
word “person” and deleting the words
“who is”, so that the sentence reads:
“For this reason, we are making a
change to § 668.14(b)(22)(ii) to provide
that institutions may make payments,
including profit-sharing payments, so
long as they are not provided to any
person or entity engaged in student
recruitment or admission activity or in
making decisions regarding the award of
title IV, HEA program funds.”

9. On page 66878, in the paragraph
labeled Changes that begins at the
bottom of the first column, the sentence
is corrected by adding the words “or
entity” after the word “person” and
deleting the words “who is”, so that the
sentence reads: “We have revised
§ 668.14(b)(22)(ii) to clarify that,
notwithstanding the ban in
§668.14(b)(22)(i), eligible institutions,
organizations that are contractors to
eligible institutions, and other entities
may make profit-sharing payments, so
long as such payments are not provided
to any person or entity engaged in
student recruitment or admission
activity or in making decisions

regarding the award of title IV, HEA
program funds.”

10. On page 66895, in the third
column, in the first paragraph, the
words “or a second disbursement of Pell
Grant funds,” are removed so that the
sentence reads: “If the student has not
begun attendance in enough courses to
establish a half-time enrollment status,
the institution may not make a first
disbursement of a Direct Loan to the
student (34 CFR 685.303(b)(2)(i)),
although the funds are included as aid
that could have been disbursed in the
Return of Title IV Funds calculation.”

11. On page 66916, the paragraph
labeled Discussion that begins at the
bottom of the second column and ends
in the third column is removed and the
following corrected Discussion is added
in its place to read as follows:

“Discussion: As noted elsewhere in
this preamble, the Department enforces
its regulations, including those in
subpart F of part 668 within a rule of
reasonableness. We strongly believe that
the concerns voiced by many
commenters have ignored this fact. For
this reason, we agree to limit the reach
of the ban on making substantial
misrepresentations to statements made
by any ineligible institution,
organization, or person with whom the
eligible institution has an agreement to
provide educational programs or those
that provide marketing, advertising,
recruiting, or admissions services. We
have done this by narrowing the
language in § 668.71(b) and the
definition of the term misrepresentation.
As a result, statements made by students
through social media outlets will
generally not be covered by these
misrepresentation regulations. Also,
statements made by entities that have
agreements with the institution to
provide services, such as food service,
other than educational programs,
marketing, advertising, recruiting, or
admissions services will generally not
be covered by these misrepresentation
regulations.”

12. On page 66917, in the third
column, the third paragraph is corrected
to read as follows:

“With regard to the commenters who
stated that the ‘capacity, likelihood, or
tendency to deceive or confuse’
language will be confusing, in general,
we have no reason to believe that this
language will have any such effect.
However, we recognize that the word
‘capacity’ is subject to a broad range of
interpretations, so we have revised the
regulations to state that a misleading
statement is one that has the tendency
or likelihood to deceive or confuse.”

13. On page 66918, in the first
column, the Changes paragraph

incorrectly indicated that no changes
were made to § 668.71(c). That
paragraph is corrected to read as
follows:

“Changes: We have revised § 668.71(c)
to state that a misleading statement is
one that has the tendency or likelihood
to deceive or confuse.”

Corrections to Regulatory Text

§668.8 [Corrected]

m 14. On page 66950, in the second
column, the introductory text of
§668.8(1)(2) is corrected by adding the
word “not” between the words “has” and
“identified”.

§668.14 [Corrected]

m 15. On page 66950, in the third
column, §668.14(b)(22)(ii)(B) is
corrected by:

m (A) Adding the words “or entity” after
the word “person”.

m (B) Removing the words “who is”.

§668.58 [Corrected]

m 16. On page 66957, in the first
column, §668.58(a)(1)(iii) is corrected
by removing the word “certified”.

m 17. On page 66957, in the second
column, § 668.58(a)(2)(iii)(B) is
corrected by removing the words
“Subsidized Stafford Loan or”.

m 18. On page 66957, in the second
column, §668.58(a)(3)(ii)(C) is corrected
by removing the words “Subsidized
Stafford Loan or”.

Dated: April 7, 2011.
Eduardo M. Ochoa,

Assistant Secretary for Postsecondary
Education.

[FR Doc. 2011-8747 Filed 4—12—11; 8:45 am]
BILLING CODE 4000-01-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 75
[EPA-HQ-OAR-2009-0837; FRL-9280-9]
RIN 2060-AQ06

Protocol Gas Verification Program and
Minimum Competency Requirements
for Air Emission Testing

Correction

In rule document 2011-6216
appearing on pages 17288-17325 in the
issue of Monday, March 28, 2011, make
the following correction:

Appendix D to Part 75 [Corrected]

On page 17324, the heading of
Appendix D is corrected to read:
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Appendix D to Part 75—Optional SO,
Emissions Data Protocol for Gas-Fired
and Oil-Fired Peaking Units

[FR Doc. C1-2011-6216 Filed 4—12—11; 8:45 am)]
BILLING CODE 1505-01-D

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2010-0063; FRL—8867-5]
Etoxazole; Pesticide Tolerances

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for residues of etoxazole in or
on multiple commodities which are
identified and discussed later in this
document. Interregional Research
Project #4 (IR—4) requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).
DATES: This regulation is effective April
13, 2011. Objections and requests for
hearings must be received on or before
June 13, 2011, and must be filed in
accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2010-0063. All documents in the
docket are listed in the docket index
available at http://www.regulations.gov.
Although listed in the index, some
information is not publicly available,
e.g., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Andrew Ertman, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:

(703) 308-9367; e-mail address:
ertman.andrew@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to those engaged in the
following activities:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather to provide a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How can I get electronic access to
other related information?

You may access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
site at http://www.gpoaccess.gov/ecfr.
To access the harmonized test
guidelines referenced in this document
electronically, please go to http://
www.epa.gov/ocspp and select “Test
Methods and Guidelines.”

C. How can I file an objection or hearing
request?

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2010-0063 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before June 13, 2011. Addresses for mail
and hand delivery of objections and

hearing requests are provided in 40 CFR
178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit a copy of
your non-CBI objection or hearing
request, identified by docket ID number
EPA-HQ-OPP-2010-0063, by one of
the following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions for submitting comments.

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

¢ Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket
Facility’s normal hours of operation
(8:30 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays).
Special arrangements should be made
for deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

II. Summary of Petitioned-for Tolerance

In the Federal Register of May 19,
2010 (75 FR 28009) (FRL—-8823-2), EPA
issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 9E7675) by IR—4,
Rutgers, The State University of New
Jersey, 500 College Road East, Suite 201
W., Princeton, NJ 08540. The petition
requested that 40 CFR part 180 be
amended by establishing tolerances for
residues of the miticide/ovicide
etoxazole, 2-(2,6-difluorophenyl)-4-[4-
(1,1-dimethylethyl)-2-ethoxyphenyl]-
4,5-dihydrooxazole, in or on peppers,
African eggplant, eggplant, martynia,
okra, pea eggplant, pepino, roselle, and
scarlet eggplant at 0.20 ppm; Crop
Group 9: Cucurbit vegetables at 0.20
ppm; Subgroup 13-07A: Caneberry at
1.1 ppm; Subgroup 13-07F: Small fruit
vine climbing subgroup except fuzzy
kiwi at 0.50 ppm; Subgroup 13-07G:
Low-growing berry subgroup at 0.50
ppm and avocado, papaya, star apple,
black sapote, mango, sapodilla, canistel,
and mamey sapote at 0.20 ppm; and tea
at 15 ppm. The petition also proposed
to delete the established tolerances in or
on strawberry, grape, cucumber, and
vegetable, cucurbit subgroup 9A since
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they would be covered by the proposed
new tolerances. That notice referenced a
summary of the petition prepared by
Valent, the registrant, which is available
in the docket, http://
www.regulations.gov. A comment was
received on the notice of filing. EPA’s
response to this comment is discussed
in Unit IV.C.

Based upon review of the data
supporting the petition, EPA has
modified the levels at which some of the
tolerances are being set and is setting a
subgroup tolerance instead of separate
tolerances for some commodities. It was
also determined that the proposed
deletion of the cucurbit subgroup 9A
and establishment of a tolerance for the
cucurbit vegetables crop group 9 could
not be done due to differences in
tolerance levels between subgroups 9A
and 9B. Finally, the tolerance
expression is being revised to be
consistent with current Agency policy.
The reasons for these changes are
explained in Unit IV.D.

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(@i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. * * *”

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for etoxazole
including exposure resulting from the
tolerances established by this action.
EPA’s assessment of exposures and risks
associated with etoxazole follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children.

The existing etoxazole data indicate
that it possesses low acute toxicity via
all routes of exposure. It is not an eye
or dermal irritant or a dermal sensitizer.
No toxicity was seen at the limit dose
in a 28-day dermal toxicity study in rats.

The liver is the main target organ in
mice, rats and dogs. In a 90-day toxicity
study in dogs, increased liver weights
and centrilobular hepatocellular
swelling in the liver were observed.
Similar effects were observed in a
chronic toxicity study in dogs at similar
doses, indicating that systemic effects
(mainly liver effects) occur at similar
dose levels following short- through
long-term exposure without increasing
in severity. In a 90-day toxicity study in
mice, hepatotoxicity (increased relative
liver weight, liver enlargement, and
centrilobular hepatocellular swelling)
was observed at high doses. Similar
effects were observed at the high dose
in a mouse carcinogenicity study.
Subchronic and chronic toxicity studies
in rats produced similar effects
(increased liver weights, centrilobular
hepatocellular swelling, etc.) to those
seen in mice and dogs. In addition,
slight increases in thyroid weights and
incisors were observed in subchronic
and chronic toxicity studies in rats at
high doses and at terminal stages of the
study. Toxicity was not observed at the
highest dose tested (HDT) in another
carcinogenicity study in mice. There is
no evidence of immunotoxicity or
neurotoxicity in any of the submitted
studies.

Two studies in mice showed no
evidence of carcinogenicity up to the
HDT. In a rat carcinogenicity study,
which was deemed unacceptable due to
inadequate dosing, benign interstitial
cell tumors (testis) and pancreas benign
islet cell adenomas were observed (in
females) at the high dose. These effects
were not observed in an acceptable
carcinogenicity study in rats at higher
doses. In special mechanistic male rat
studies there were no observable
changes in serum hormone levels
(estradiol, luteinizing hormone (LH),
prolactin and testosterone) or
reproductive effects (interstitial cell
proliferation or spermatogenesis) noted.
EPA classified etoxazole as “not likely to

be carcinogenic to humans.” Etoxazole
is not mutagenic.

The toxicology data for etoxazole
provides no indication of increased
susceptibility, as compared to adults, of
rat and rabbit fetuses to in utero
exposure in developmental studies. The
rabbit developmental toxicity study
included maternal toxic effects (liver
enlargement, decreased weight gain, and
decreased food consumption) at the
same dose as developmental effects
(increased incidences of 27 presacral
vertebrae and 27 presacral vertebrae
with 13th ribs). In the 2-generation
reproduction study conducted with rats,
offspring toxicity was more severe (pup
mortality) than parental toxicity
(increased liver and adrenal weights) at
the same dose, indicating increased
qualitative susceptibility.

Specific information on the studies
received and the nature of the adverse
effects caused by etoxazole as well as
the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in docket ID
number EPA-HQ-OPP-2010-0063 in
the document titled Etoxazole; “Human
Health Risk Assessment for Proposed
Tolerances and Uses on Peppers (Bell
and Non-bell); Squash/Cucumbers
(Subgroup 9B); Avocado; Tropical and
Subtropical Fruits (Inedible Peel);
Caneberry Subgroup 13-07A; Small
Fruit Vine Climbing, Except Kiwifruit,
Subgroup 13-07F; Low-growing Berry,
Subgroup 13—-07G; and Tea,” pp. 29-31.

B. Toxicological Points of Departure/
Levels of Concern

Once a pesticide’s toxicological
profile is determined, EPA identifies
toxicological points of departure (POD)
and levels of concern to use in
evaluating the risk posed by human
exposure to the pesticide. For hazards
that have a threshold below which there
is no appreciable risk, the toxicological
POD is used as the basis for derivation
of reference values for risk assessment.
PODs are developed based on a careful
analysis of the doses in each
toxicological study to determine the
dose at which no adverse effects are
observed (the NOAEL) and the lowest
dose at which adverse effects of concern
are identified (the LOAEL). Uncertainty/
safety factors are used in conjunction
with the POD to calculate a safe
exposure level—generally referred to as
a population-adjusted dose (PAD) or a
reference dose (RfD)—and a safe margin
of exposure (MOE). For non-threshold
risks, the Agency assumes that any
amount of exposure will lead to some
degree of risk. Thus, the Agency
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estimates risk in terms of the probability
of an occurrence of the adverse effect
expected in a lifetime. For more
information on the general principles
EPA uses in risk characterization and a

complete description of the risk
assessment process, see http://
www.epa.gov/pesticides/factsheets/
riskassess.htm.

A summary of the toxicological
endpoints for etoxazole used for human
risk assessment is shown in the
following Table:

TABLE—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR ETOXAZOLE FOR USE IN HUMAN HEALTH RISK

ASSESSMENT

Exposure/scenario

Point of departure and
uncertainty/safety factors

RfD, PAD, LOC for risk
assessment

Study and toxicological effects

Acute dietary (Females 13-50
years of age and general popu-
lation including infants and chil-
dren).

A dose and endpoint attributable to a single dose were not identified in the database including the develop-
mental toxicity studies.

Chronic dietary (All populations) ....
10x.
UF]-[ = 10x

NOAEL = 4.62 mg/kg/day UF, =

FQPA SF = 1x

Chronic RfD = 0.046 mg/kg/day ...
cPAD = 0.046 mg/kg/day

Chronic Oral Toxicity Study-Dog
LOAEL = 23.5 mg/kg/day based
upon increased alkaline phos-
phatase activity, increased liver
weights, liver enlargement (fe-
males), and incidences of
centrilobular hepatocellular
swelling in the liver.

Cancer (Oral, dermal, inhalation) ..

Classification: “Not likely to be Carcinogenic to Humans.”

UFA = extrapolation from animal to human (interspecies). UFy = potential variation in sensitivity among members of the human population
(intraspecies). UFpg = to account for the absence of data or other data deficiency. FQPA SF = Food Quality Protection Act Safety Factor. PAD =
population adjusted dose (a = acute, ¢ = chronic). RfD = reference dose. MOE = margin of exposure. LOC = level of concern.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to etoxazole, EPA considered
exposure under the petitioned-for
tolerances as well as all existing
etoxazole tolerances in 40 CFR 180.593.
EPA assessed dietary exposures from
etoxazole in food as follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide,
if a toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a 1-day or single
exposure.

No such effects were identified in the
toxicological studies for etoxazole;
therefore, a quantitative acute dietary
exposure assessment is unnecessary.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 1994-1996 and 1998
Continuing Surveys for Food Intake by
Individuals (CSFII). As to residue levels
in food, an unrefined, chronic dietary
exposure assessment was performed for
the general U.S. population and various
population subgroups using tolerance-
level residues for all agricultural
commodities and 100 percent crop
treated (PCT).

iii. Cancer. EPA determines whether
quantitative cancer exposure and risk
assessments are appropriate for a food-
use pesticide based on the weight of the
evidence from cancer studies and other

relevant data. If quantitative cancer risk
assessment is appropriate, Cancer risk
may be quantified using a linear or
nonlinear approach. If sufficient
information on the carcinogenic mode
of action is available, a threshold or
non-linear approach is used and a
cancer RfD is calculated based on an
earlier noncancer key event. If
carcinogenic mode of action data are not
available, or if the mode of action data
determines a mutagenic mode of action,
a default linear cancer slope factor
approach is utilized. Based on the data
summarized in Unit IIL.A., EPA has
concluded that etoxazole does not pose
a cancer risk to humans. Therefore, a
dietary exposure assessment for the
purpose of assessing cancer risk is
unnecessary.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for etoxazole in drinking water. These
simulation models take into account
data on the physical, chemical, and fate/
transport characteristics of etoxazole.
Further information regarding EPA
drinking water models used in pesticide
exposure assessment can be found at
http://www.epa.gov/oppefed1/models/
water/index.htm.

Based on the First Index Reservoir
Screening Tool (FIRST), and Screening
Concentration in Ground Water (SCI-
GROW) models, the estimated drinking
water concentrations (EDWCs) of
etoxazole for chronic exposures for non-

cancer assessments are estimated to be
4.761 parts per billion (ppb) for surface
water and 0.318 ppb for ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
chronic dietary risk assessment, the
water concentration of value 4.761 ppb
was used to assess the contribution to
drinking water.

3. From non-dietary exposure. The
term “residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets). Etoxazole
is not registered for any specific use
patterns that would result in residential
exposure.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

EPA has not found etoxazole to share
a common mechanism of toxicity with
any other substances, and etoxazole
does not appear to produce a toxic
metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has
assumed that etoxazole does not have a
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common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see EPA’s Web site at
http://www.epa.gov/pesticides/
cumulative.

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(C) of
FFDCA provides that EPA shall apply
an additional tenfold (10x) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
Food Quality Protection Act (FQPA)
Safety Factor (SF). In applying this
provision, EPA either retains the default
value of 10x, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
The toxicology data for etoxazole
provides no indication of increased
susceptibility, as compared to adults, of
rat and rabbit fetuses to in utero
exposure in developmental studies. In a
rat reproduction study, offspring
toxicity was more severe (pup mortality)
than parental toxicity (increased liver
and adrenal weights) at the same dose;
thereby indicating increased qualitative
susceptibility. Based on the concerns in
this unit, a Degree of Concern Analysis
was performed by EPA, which
concluded that concern is low since:

i. The effects in pups are well-
characterized with a clear NOAEL;

ii. The pup effects occur at the same
dose as parental toxicity; and

iii. The doses selected for various risk
assessment scenarios are lower (~3000-
fold lower) than the doses that caused
offspring toxicity in the rat 2-generation
reproduction study. Therefore, the
endpoints selected for risk assessment
are protective of the effects seen in the
rat reproduction study.

3. Conclusion. EPA has determined
that reliable data show the safety of
infants and children would be
adequately protected if the FQPA SF
were reduced to 1x. That decision is
based on the following findings:

i. The toxicity database for etoxazole
is complete except for acute and
subchronic neurotoxicity and
immunotoxicity studies. Changes to 40
CFR 180.158 make acute and subchronic

neurotoxicity testing (OPPTS Guideline
870.6200), and immunotoxicity testing
(OPPTS Guideline 870.7800) required
for pesticide registration. Although
these studies are not yet available for
etoxazole, the available data do not
show any evidence of treatment-related
effects on the immune system. Further,
there is no evidence of neurotoxicity in
any study in the toxicity database for
etoxazole. Therefore, EPA does not
believe that conducting neurotoxicity
and immunotoxicity studies will result
in a NOAEL lower than the NOAEL of
4.62 mg/kg/day already established for
etoxazole. Consequently, an additional
database uncertainty factor does not
need to be applied.

ii. There is no indication that
etoxazole is a neurotoxic chemical and
there is no need for a developmental
neurotoxicity study or additional UFs to
account for neurotoxicity.

iii. Although there is qualitative
evidence of increased susceptibility of
offspring (pup mortality) compared to
less severe parental effects (increased
liver and adrenal weights) at the same
dose in the rat multi-generation
reproduction study, the Agency did not
identify any residual uncertainties after
establishing toxicity endpoints and
traditional UFs (10x for interspecies
variation and 10x for intraspecies
variation) to be used in the risk
assessment. Therefore, there are no
residual concerns regarding
developmental effects in the young.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on 100 PCT and
tolerance-level residues. EPA made
conservative (protective) assumptions in
the ground and surface water modeling
used to assess exposure to etoxazole in
drinking water. These assessments will
not underestimate the exposure and
risks posed by etoxazole.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic dietary pesticide exposures are
safe by comparing aggregate exposure
estimates to the acute PAD (aPAD) and
chronic PAD (cPAD). For linear cancer
risks, EPA calculates the lifetime
probability of acquiring cancer given the
estimated aggregate exposure. Short-,
intermediate-, and chronic-term risks
are evaluated by comparing the
estimated aggregate food, water, and
residential exposure to the appropriate
PODs to ensure that an adequate MOE
exists.

1. Acute risk. An acute aggregate risk
assessment takes into account acute
exposure estimates from dietary

consumption of food and drinking
water. No adverse effect resulting from
a single oral exposure was identified
and no acute dietary endpoint was
selected. Therefore, etoxazole is not
expected to pose an acute risk.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to etoxazole from
food and water will utilize 11% of the
cPAD for children 1-2 years old, the
population group receiving the greatest
exposure. There are no residential uses
for etoxazole.

3. Short and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account short- and
intermediate-term residential exposure
plus chronic exposure to food and water
(considered to be a background
exposure level).

A short- and/or intermediate-term
adverse effect was identified; however,
etoxazole is not registered for any use
patterns that would result in short- and/
or intermediate-term residential
exposure. Short- and/or intermediate-
term risk is assessed based on short-
and/or intermediate term residential
exposure plus chronic dietary exposure.
Because there is no short- and/or
intermediate-term residential exposure
and chronic dietary exposure has
already been assessed under the
appropriately protective cPAD (which is
at least as protective as the POD used to
assess short- and/or intermediate-term
risk), no further assessment of short-
and/or intermediate-term risk is
necessary, and EPA relies on the
chronic dietary risk assessment for
evaluating short- and/or intermediate-
term risk for etoxazole.

4. Aggregate cancer risk for U.S.
population. Based on the lack of
evidence of carcinogenicity in two
adequate rodent carcinogenicity studies,
etoxazole is not expected to pose a
cancer risk to humans.

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population or to infants and children
from aggregate exposure to etoxazole
residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodologies
(gas chromatography/nitrogen-
phosphorus detection (GC/NPD) and gas
chromatography/mass selective
detection (GC/MSD) methods) are
available to enforce the tolerance
expression. The method may be
requested from: Chief, Analytical
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Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305-2905; e-mail address:
residuemethods@epa.gov.

B. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever
possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by FFDCA section 408(b)(4).
The Codex Alimentarius is a joint U.N.
Food and Agriculture Organization/
World Health Organization food
standards program, and it is recognized
as an international food safety
standards-setting organization in trade
agreements to which the United States
is a party. EPA may establish a tolerance
that is different from a Codex MRL;
however, FFDCA section 408(b)(4)
requires that EPA explain the reasons
for departing from the Codex level.

The Codex has not established MRLs
for etoxazole for the commodities
discussed in this document.

C. Response to Comments

EPA received a comment from a
private citizen expressing concerns for
genetically modified vegetables and
undue risks from pesticides. However,
this action does not involve use of
genetically modified vegetables.
Additionally, when new or amended
tolerances are requested for the presence
of the residues of a pesticide and its
toxicologically significant metabolite(s)
in food or feed, the Agency, as is
required by section 408 of the Federal
Food, Drug and Cosmetic Act (FFDCA),
estimates the risk of the potential
exposure to these residues by
performing an aggregate risk assessment.
Such a risk assessment integrates the
individual assessments that are
conducted for food, drinking water, and
residential exposures. Additionally, the
Agency, as is further required by section
408 of the FFDCA, considers available
information concerning what are termed
the cumulative toxicological effects of
the residues of that pesticide and of
other substances having a common
mechanism of toxicity with it. The
Agency has concluded after this
assessment that there is a reasonable
certainty that no harm will result from
exposure to the residues of interest.
Therefore, the proposed tolerances are
found to be acceptable. These
assessments consider body residue
loads of the pesticide, as well as

available information concerning the
potential that other substances have a
common mechanism of toxicity, in
reaching a conclusion as to whether or
not the reasonable certainty of no harm
decision can be made.

D. Revisions to Petitioned-for
Tolerances

Upon review of the data supporting
the petition, EPA revised the tolerance
for caneberry subgroup 13-07A from 1.1
ppm to 1.5 ppm based on analysis of the
residue field trial data using the
Agency’s Tolerance Spreadsheet in
accordance with the Agency’s Guidance
for Setting Pesticide Tolerances Based
on Field Trial Data.

The Agency also corrected the
commodity definition from “fruit, small,
vine climbing, subgroup 13-07F, except
fuzzy kiwifruit” to “fruit, small vine
climbing, except fuzzy kiwifruit,
subgroup 13-07F.”

EPA has also determined that the
petitioned-for tolerance on tea at 15
ppm should be established as a
tolerance with no U.S. registrations on
tea, dried at 15 ppm. At least one U.S.
residue field trial study is required to
establish a domestic registration on tea;
however, no U.S. residue field trial data
were submitted in support of the use of
etoxazole on tea. Therefore, the Agency
has established a tolerance with no U.S.
registrations on tea, dried at 15 ppm.

Additionally, IR—4 petitioned for
individual tolerances on peppers,
African eggplant, eggplant, martynia,
okra, pea eggplant, pepino, roselle, and
scarlet eggplant (PP 9E7675). In the
Federal Register of December 8, 2010
(75 FR 76284—76292) (FRL-8853-8),
EPA issued a final rule that revised the
crop grouping regulations. As part of
this action, EPA retained the pre-
existing Crop Group 8 and added a new
group titled “Crop Group 8-10 Fruiting
Vegetable Group.” The new crop group
8-10 added new commodities and
created new subgroups (including a
subgroup consisting of the commodities
requested in PP 9E7675). EPA indicated
in the December 8, 2010 final rule as
well as the earlier January 6, 2010
proposed rule (75 FR 807)
(FRL—-8801-2) that, for existing petitions
for which a Notice of Filing had been
published, the Agency would attempt to
conform these petitions to the rule.
Therefore, consistent with this rule,
EPA is establishing a tolerance on the
pepper/eggplant subgroup 8-10B. EPA
concludes it is reasonable to establish
the tolerance on the newly created
subgroup, since the individual
commodities for which tolerances were
requested are identical to those which

comprise the pepper/eggplant subgroup
8—10B.

Also, because of differences in the
tolerance levels between subgroup 9A
(melon subgroup) and 9B (squash/
cucumber subgroup), the two cannot be
combined into a single tolerance under
Crop Group 9 Cucurbit Vegetables as
proposed in the petition. Accordingly,
other than the nomenclature change to
the existing subgroup 9A tolerance
noted below, EPA is leaving the existing
subgroup 9A tolerance intact and
adding a new tolerance for subgroup 9B.
In order to use the correct
nomenclature, the existing tolerance for
“vegetable, cucurbit subgroup 9A” is
being re-named “melon subgroup 9A.”

Finally, EPA has revised the tolerance
expression to clarify:

1. That, as provided in FFDCA section
408(a)(3), the tolerance covers
metabolites and degradates of etoxazole
not specifically mentioned; and

2. That compliance with the specified
tolerance levels is to be determined by
measuring only the specific compounds
mentioned in the tolerance expression.

V. Conclusion

Therefore, tolerances are established
for residues of etoxazole, 2-(2,6-
difluorophenyl)-4-[4-(1,1-
dimethylethyl)-2-ethoxyphenyl]-4,5-
dihydrooxazole, in or on pepper/
eggplant subgroup 8—10B at 0.20 ppm;
tea, dried at15 ppm; berry, low growing,
subgroup 13-07G at 0.50 ppm; fruit,
small vine climbing, except fuzzy
kiwifruit, subgroup 13—-07F at 0.50 ppm;
squash/cucumber subgroup 9B at 0.02
ppm; avocado at 0.20 ppm; papaya at
0.20 ppm; star apple at 0.20 ppm;
sapote, black at 0.20 ppm; mango at 0.20
ppm; sapodilla at 0.20 ppm; canistel at
0.20 ppm; sapote, mamey at 0.20 ppm;
and caneberry subgroup 13-07A at 1.5

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
entitled Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
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Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or Tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or Tribal governments,
on the relationship between the national
government and the States or Tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
Tribes. Thus, the Agency has
determined that Executive Order 13132,
entitled Federalism (64 FR 43255,
August 10, 1999) and Executive Order
13175, entitled Consultation and
Coordination with Indian Tribal
Governments (65 FR 67249, November
9, 2000) do not apply to this final rule.
In addition, this final rule does not
impose any enforceable duty or contain
any unfunded mandate as described
under Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104—4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note).

VII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and

other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: April 1, 2011.
Daniel J. Rosenblatt,
Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.593 is amended by:

m i. Revising the introductory text in
paragraph (a);

m ii. Removing the commodities
“Cucumber,” “Grape” and “Strawberry”
from the table in paragraph (a);

m iii. Revising the entry “Vegetable,
cucurbit subgroup 9A” to read “Melon
subgroup 9A” in the table; and

m iv. Alphabetically adding the
following commodities to the table in
paragraph (a) to read as follows:

§180.593 Etoxazole; tolerances for
residues.

(a) General. Tolerances are
established for residues of etoxazole,
including its metabolites and
degradates, in or on the commodities in
the table below. Compliance with the
tolerance levels specified below is to be
determined by measuring only etoxazole
(2-(2,6-difluorophenyl)-4-[4-(1,1-
dimethylethyl)-2-ethoxyphenyl]-4,5-
dihydrooxazole) in or on the

commodity.

Commodity Pﬁqritlﬁ o%er
AVOCadO ....oooviieiiiee e 0.20
Berry, low growing, subgroup

13-07G oo 0.50
Caneberry subgroup 13-07A 1.5
Canistel .....cccoovevveiiiiieee 0.20
Fruit, small vine climbing, ex-

cept fuzzy kiwifruit, sub-

group 13-07F ..o 0.50

Commodity Pﬁ{itlﬁ opner
Mango ... 0.20
Melon subgroup 9A ................ 0.20
Papaya ........cccooviiiiniiiee 0.20
Pepper/eggplant subgroup 8—

T0B e 0.20
Sapodilla .....ccoveeiiieeeeeeeee 0.20
Sapote, black ....... 0.20
Sapote, mamey 0.20
Squash/cucumber subgroup

OB 0.02
Star apple 0.20
Tea, dried™ ....cccoooieiieeeee. 15

* * * * *

*There are currently no U.S. registrations
for tea as of April 13, 2011.

* * * * *
[FR Doc. 2011-8550 Filed 4-12-11; 8:45 am]|
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2010-0274; FRL-8868-4]

Escherichia coli 0157:H7 Specific
Bacteriophages; Temporary Exemption
From the Requirement of a Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes a
temporary exemption from the
requirement of a tolerance for residues
of lytic bacteriophages that are specific
to Escherichia coli 0157:H7, sequence
negative for shiga toxins I and II, and
grown on atoxigenic host bacteria when
applied/used on food contact surfaces in
food processing plants in accordance
with the terms of Experimental Use
Permit (EUP) No. 74234-EUP-2.
Intralytix, Inc. submitted a petition to
EPA under the Federal Food, Drug, and
Cosmetic Act (FFDCA), requesting the
temporary tolerance exemption. This
regulation eliminates the need to
establish a maximum permissible level
for residues of lytic bacteriophages that
are specific to Escherichia coli 0157:H7,
sequence negative for shiga toxins I and
II, and grown on atoxigenic host
bacteria. The temporary tolerance
exemption expires on April 1, 2013.
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DATES: This regulation is effective April
13, 2011. Objections and requests for
hearings must be received on or before
June 13, 2011, and must be filed in
accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2010-0274. All documents in the
docket are listed in the docket index
available at http://www.regulations.gov.
Although listed in the index, some
information is not publicly available,
e.g., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Tracy Lantz, Antimicrobials Division
(7510P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308—6415; e-mail address:
lantz.tracy@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information
A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

¢ Crop production (NAICS code 111).

¢ Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System

(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How can I get electronic access to
other related information?

You may access a frequently updated
electronic version of 40 CFR part 180
through the Government Printing
Office’s e-CFR site at http://
www.gpoaccess.gov/ecfr.

C. How can I file an objection or hearing
request?

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ—
OPP-2010-0274 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before June 13, 2011. Addresses for mail
and hand delivery of objections and
hearing requests are provided in 40 CFR
178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit a copy of
your non-CBI objection or hearing
request, identified by docket ID number
EPA-HQ-OPP-2010-0274, by one of
the following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions for submitting comments.

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

¢ Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket
Facility’s normal hours of operation
(8:30 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays).
Special arrangements should be made

for deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

II. Background and Statutory Findings

In the Federal Register of May 5, 2010
(75 FR 24692) (FRL-8820-7), EPA
issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide tolerance petition (PP 9G7585)
by Intralytix, Inc., 701 East Pratt Street,
Baltimore, MD 21202. The petition
requested that 40 CFR part 180 be
amended by establishing a temporary
exemption from the requirement of a
tolerance for residues of Escherichia coli
0157:H7 Specific Bacteriophages. This
notice referenced a summary of the
petition prepared by the petitioner
Intralytix, Inc., which is available in the
docket, http://www.regulations.gov.
There were no comments received in
response to the notice of filing.

Section 408(c)(2)(A)() of FFDCA
allows EPA to establish an exemption
from the requirement for a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the exemption is “safe.”
Section 408(c)(2)(A)(ii) of FFDCA
defines “safe ” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Pursuant to
section 408(c)(2)(B) of FFDCA, in
establishing or maintaining in effect an
exemption from the requirement of a
tolerance, EPA must take into account
the factors set forth in section
408(b)(2)(C) of FFDCA, which require
EPA to give special consideration to
exposure of infants and children to the
pesticide chemical residue in
establishing a tolerance and to “ensure
that there is a reasonable certainty that
no harm will result to infants and
children from aggregate exposure to the
pesticide chemical residue. * * *”
Additionally, section 408(b)(2)(D) of
FFDCA requires that the Agency
consider “available information
concerning the cumulative effects of a
particular pesticide’s residues” and
“other substances that have a common
mechanism of toxicity.”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides. Second, EPA examines
exposure to the pesticide through food,
drinking water, and through other


http://www.gpoaccess.gov/ecfr
http://www.gpoaccess.gov/ecfr
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
mailto:lantz.tracy@epa.gov
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exposures that occur as a result of
pesticide use in residential settings.

III. Toxicological Profile

Consistent with section 408(b)(2)(D)
of FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of this
action and considered its validity,
completeness and reliability and the
relationship of this information to
human risk. EPA has also considered
available information concerning the
variability of the sensitivities of major
identifiable subgroups of consumers,
including infants and children.

Phages are naturally occurring viruses
infecting bacteria. They are found in soil
and water and in association with plants
and animals, including humans.
Bacteriophages are obligate parasites of
bacteria, which means they attach to,
infect, and reproduce in bacteria. Phages
are host-specific for bacteria, with
specific bacteriophages attacking only
one bacterial species and most
frequently only one strain within a
bacterial species. As such, phages do
not attack other beneficial bacteria. In
addition, there is no evidence for
bacteriophages infecting any other life
form, including humans, except
bacteria. Thus, non-target organisms,
such as mammals, birds, fish, plants,
and other wildlife, are not affected by
exposure to bacteriophages. Humans
and other animals commonly consume
bacteriophages as they are abundantly
found in water, on plant surfaces, and
in foods such as ground beef, pork
sausage, chicken, oysters, cheese, fresh
mushrooms, and lettuce. In addition,
phages are common commensals of the
human gut and likely play an important
role in regulating populations of various
bacteria in the gastrointestinal tract. As
cited in public literature, phages have
been used for more than 80 years as
therapeutic agents with no ill effects
and are active against bacteria that cause
many infections and human diseases.

Since bacteriophage do not infect
humans, there is not a human health
risk concern from the bacteriophages
themselves. The potential concerns for
human health risk from bacteriophages
relate to their interaction with the
bacteria they infect. If bacteriophage do
not lyse (i.e., break open) the bacterial
cell they infect, there is a possibility the
cell will survive the infection and
incorporate any DNA carried by the
bacteriophage in its genome (i.e.
lysogenize). If genes for shigatoxins I
and II, often associated with pathogenic
strains of Escherichia coli O157:H7, are
carried by a lysogenized bacteriophage
into an atoxigenic Escherichia coli,
there is a possibility, in theory, to

convert a commensal and harmless
bacterium into a pathogen. This
theoretical risk is handled in three ways
for this tolerance exemption: (1) Only
lytic bacteriophage are used; (2)
bacteriophage covered by this tolerance
exemption are DNA sequenced to
ensure they do not have the ability to
convey shigatoxins I and II; and (3) host
bacteria used to grow bacteriophage also
are atoxigenic in that they do not carry
DNA sequences capable of shigatoxin
production.

To address the infectivity and toxicity
endpoints for oral, pulmonary, and
injection exposures, the petitioner
provided publicly available information
documenting a lack of mammalian
toxicity or infectivity associated with
bacteriophages due to the specificity of
bacteriophages attachment and attack to
a narrow range of bacterial strains. As a
result, the public literature
demonstrates that phages pose little to
no risk to humans even with the known
wide exposure in food and the
environment.

Based on the published literature and
information submitted in accordance
with the Tier I toxicology data
requirements set forth in 40 CFR
158.2140(c), the Tier II and Tier III
toxicology data requirements also set
forth therein were not triggered and,
therefore, not required in connection
with this action.

IV. Aggregate Exposures

In examining aggregate exposure,
section 408 of FFDCA directs EPA to
consider available information
concerning exposures from the pesticide
residue in food and all other non-
occupational exposures, including
drinking water from ground water or
surface water and exposure through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses).

A. Dietary Exposure

1. Food. All phages, including those at
issue in this action, are similar in nature
in that they are host-specific, attacking
only bacteria. Published literature
submitted by the registrant, and other
publically available literature, indicate
that humans are exposed to phages
daily, and these phages are commonly
found in humans, having no known
adverse effects. Indeed, humans and
other animals routinely consume phages
when they eat food such as raw produce
and cheese. For example, it is reported
that 1,000 (103) to 5 x 105 phages can
be isolated routinely per gram (g) of
high quality cheese. Pathogenic
microorganisms are often found in
foods; therefore, it is not surprising that

one study found Escherichia coli and
coliphages in 11 of 12 foods purchased
at retail markets. In this study, 10
purchases of each of the 12 foods were
made. All 10 of the fresh ground beef
purchases were contaminated with
Escherichia coli, and all 10 contained
coliphages. In addition to ground beef,
Escherichia coli and coliphages were
found in chicken, fresh pork, fresh
oyster, fresh mushrooms, lettuce,
chicken pot pie, biscuit dough, deli loaf,
deli roasted turkey, and package roasted
chicken. Another example of phages in
food has been Propionibacterium
freundenreichii phage found in
concentrations as high as 1.4 x 10%/gm
of swiss cheese.

The use of the bacteriophages covered
by this tolerance in food processing
plants on food contact surfaces could
result in some residues of these
bacteriophages on food. The Agency
anticipates that food coming into
contact with these surfaces could get
residues of the phages on them and
foods with Escherichia coli 0157:H7
may end up with more phages on them
as the bacteriophages covered by this
tolerance exemption infect the bacteria
and produce progeny.

2. Drinking water exposure. The
Escherichia coli bacteriophages covered
by this tolerance exemption are not
intended for use in drinking water, nor
are the approved uses likely to result in
these bacteriophages reaching surface
water or ground water that might be
used as drinking water. Use sites are
only for food processing facilities.

B. Other Non-Occupational Exposure

Since Escherichia coli bacteriophages
subject to this tolerance exemption are
only intended to be applied to food
contact surfaces in food processing
plants, the potential for non-
occupational, non-dietary exposures
(i.e., dermal and inhalation exposures)
to these phages by the general
population, including infants and
children, is highly unlikely.

V. Cumulative Effects From Substances
With a Common Mechanism of Toxicity

Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

EPA has not found lytic
bacteriophages that are specific to
Escherichia coli 0157:H7, sequence
negative for shiga toxins I and II, and
grown on atoxigenic host bacteria to
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share a common mechanism of toxicity
with any other substances. Moreover,
bacteriophage that meet these
conditions do not appear to produce a
toxic metabolite produced by other
substances. Therefore, for the purposes
of this action, EPA has assumed that
lytic bacteriophages that are specific to
Escherichia coli 0157:H7, sequence
negative for shiga toxins I and II, and
grown on atoxigenic host bacteria do not
have a common mechanism of toxicity
with other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see EPA’s Web site at
http://www.epa.gov/pesticides/
cumulative.

VI. Determination of Safety for U.S.
Population, Infants and Children

A. U.S. Population

Based on the fact that bacteriophages
are host-specific and do not cause harm
to human health, except in theoretical
instances that the Agency is avoiding
through its conditions on this
exemption, there is reasonable certainty
that no harm will result to the U.S.
population, including infants and
children, from aggregate exposure to
residues of lytic bacteriophages that are
specific to Escherichia coli 0157:H7,
sequence negative for shiga toxins I and
II, and grown on atoxigenic host
bacteria. This includes all anticipated
dietary exposures and all other
exposures for which there is reliable
information.

B. Infants and Children

FFDCA section 408 (b)(2)(C) provides
that EPA shall apply an additional
tenfold margin of exposure (MOE) for
infants and children in the case of
threshold effects to account for prenatal
and postnatal toxicity and the
completeness of the data base on
toxicity and exposure, unless EPA
determines that a different MOE will be
safe for children. MOEs, which are often
referred to as uncertainty (safety)
factors, are incorporated into EPA risk
assessments either directly, or through
the use of a MOE analysis or by using
uncertainty factors in calculating a dose
level that poses no appreciable risk. As
previously mentioned in the
toxicological profile, humans, including
infants and children, have been exposed
to phages generally through food and
water, where they are commonly found,
and through decades of therapeutic use,
with no known or reported adverse
effects. Based on all available
information, the Agency concludes that

lytic bacteriophages that are specific to
Escherichia coli 0157:H7, sequence
negative for shiga toxins I and II, and
grown on atoxigenic host bacteria are
non-toxic to mammals, including
infants and children. Because there are
no threshold effects of concern to
infants, children, and adults when lytic
bacteriophages that are specific to
Escherichia coli 0157:H7, sequence
negative for shiga toxins I and II, and
grown on atoxigenic host bacteria are
used as labeled, the Agency concludes
that the additional MOE is not necessary
to protect infants and children and that
not adding any additional MOE will be
safe for infants and children.

VII. Other Considerations
A. Analytical Enforcement Methodology

An analytical method is not required
for enforcement purposes since the
Agency is establishing an exemption
from the requirement of a tolerance
without any numerical limitation.

B. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever
possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by FFDCA section 408(b)(4).
The Codex Alimentarius is a joint U.N.
Food and Agriculture Organization/
World Health Organization food
standards program, and it is recognized
as an international food safety
standards-setting organization in trade
agreements to which the United States
is a party. EPA may establish a tolerance
that is different from a Codex MRL;
however, FFDCA section 408(b)(4)
requires that EPA explain the reasons
for departing from the Codex level.

The Codex has not established a MRL
for lytic bacteriophages that are specific
to Escherichia coli 0157:H7, sequence
negative for shiga toxins I and II, and
grown on atoxigenic host bacteria.

C. Revisions to Petitioned-for Tolerances

In its petition PP 9G7585, Intralytix
requested that the Agency establish a
tolerance exemption for residues of
Escherichia coli 0157:H7 specific
bacteriophages. The Agency is
narrowing the scope of the tolerance
exemption to residues of lytic
bacteriophages that are specific to
Escherichia coli 0157:H7, sequence
negative for shiga toxins I and II, and
grown on atoxigenic host bacteria
because that is the category of

bacteriophages for which the Agency
can make a safety finding.

VIII. Conclusion

The Agency concludes that there is a
reasonable certainty that no harm will
result to the U.S. population, including
infants and children, from aggregate
exposure to residues of lytic
bacteriophages that are specific to
Escherichia coli 0157:H7, sequence
negative for shiga toxins I and II, and
grown on atoxigenic host bacteria,
including all anticipated dietary
exposures and all other exposures for
which there is reliable information,
when used according to label directions,
as a microbial on food contact surfaces
in food processing plants. Therefore, a
temporary exemption is established for
residues of lytic bacteriophages that are
specific to Escherichia coli 0157:H7,
sequence negative for shiga toxins I and
I, and grown on atoxigenic host
bacteria.

IX. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
entitled Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions To
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
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nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination
With Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Pub. L. 104-4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note).

X. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: April 5, 2011.

Steven Bradbury,
Director, Office of Pesticide Programs.

Therefore, 40 CFR part 180 is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Add §180.1301 to subpart D to read
as follows:

§180.1301 Escherichia coli 0O157:H7
specific bacteriophages; temporary
exemption from the requirement of a
tolerance.

A temporary exemption from the
requirement of a tolerance is established
for residues of lytic bacteriophages that
are specific to Escherichia coli 0157:H7,
sequence negative for shiga toxins I and
II, and grown on atoxigenic host bacteria
when used/applied on food contact
surfaces in food processing plants in
accordance with the terms of
Experimental Use Permit (EUP) No.
74234-EUP-2. This temporary
exemption expires on April 1, 2013.

[FR Doc. 2011-8712 Filed 4-12-11; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 300
[EPA-HQ-SFUND-1983-0002; FRL-9291-6]

National Oil and Hazardous Substance
Pollution Contingency Plan; National
Priorities List: Deletion of the
Spiegelberg Landfill Superfund Site

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: The U.S. Environmental
Protection Agency (EPA) Region 5 is
publishing a direct final Notice of
Deletion of the Spiegelberg Landfill
Superfund Site (Site), located in Green
Oak Township, Michigan from the
National Priorities List (NPL). The NPL,
promulgated pursuant to Section 105 of
the Comprehensive Environmental
Response, Compensation, and Liability
Act (CERCLA) of 1980, as amended, is
an appendix to the National Oil and
Hazardous Substances Pollution
Contingency Plan (NCP). This direct
final deletion is being published by EPA
with the concurrence of the State of
Michigan through the Michigan
Department of Environmental Quality
(MDEQ), because EPA has determined
that all appropriate response actions
under CERCLA have been completed.
However, this deletion does not
preclude future actions under
Superfund.

DATES: This direct final deletion is
effective June 13, 2011 unless EPA

receives adverse comments by May 13,
2011. If adverse comments are received,
EPA will publish a timely withdrawal of
the direct final deletion in the Federal
Register informing the public that the
deletion will not take effect.

ADDRESSES: Submit your comments,
identified by Docket ID no. EPA-HQ-
SFUND-1983-0002, by one of the
following methods:

e http://www.regulations.gov: Follow
on-line instructions for submitting
comments.

e E-mail: Howard Caine, Remedial
Project Manager, at
caine.howard@epa.gov or Cheryl Allen,
Community Involvement Coordinator, at
allen.cheryl@epa.gov.

e Fax:Gladys Beard, Deletion Process
Manager, at (312) 697—-2077.

e Mail: Howard Caine, Remedial
Project Manager, U.S. Environmental
Protection Agency (SR-6]), 77 W.
Jackson Boulevard, Chicago, IL 60604,
(312) 353-9685; or Cheryl Allen,
Community Involvement Coordinator,
U.S. Environmental Protection Agency
(S1-7]), 77 W. Jackson Boulevard,
Chicago, IL 60604, (312) 353—-6196 or
(800) 621-8431.

e Hand delivery: Cheryl Allen,
Community Involvement Coordinator,
U.S. Environmental Protection Agency
(S1-7]), 77 West Jackson Boulevard,
Chicago, IL 60604. Such deliveries are
only accepted during the docket’s
normal hours of operation, and special
arrangements should be made for
deliveries of boxed information. The
normal business hours are Monday
through Friday, 8:30 a.m. to 4:30 p.m.,
excluding Federal holidays.

Instructions: Direct your comments to
Docket ID no. EPA-HQ-SFUND-1983—
0002. EPA’s policy is that all comments
received will be included in the public
docket without change and may be
made available online at http://
www.regulations.gov, including any
personal information provided, unless
the comment includes information
claimed to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit information that you
consider to be CBI or otherwise
protected through http://
www.regulations.gov or e-mail. The
http://www.regulations.gov Web site is
an “anonymous access” system, which
means EPA will not know your identity
or contact information unless you
provide it in the body of your comment.
If you send an e-mail comment directly
to EPA without going through http://
www.regulations.gov, your e-mail
address will be automatically captured
and included as part of the comment
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that is placed in the public docket and
made available on the Internet. If you
submit an electronic comment, EPA
recommends that you include your
name and other contact information in
the body of your comment and with any
disk or CD-ROM you submit. If EPA
cannot read your comment due to
technical difficulties and cannot contact
you for clarification, EPA may not be
able to consider your comment.
Electronic files should avoid the use of
special characters, any form of
encryption, and be free of any defects or
viruses.

Docket: All documents in the docket
are listed in the http://
www.regulations.gov index. Although
listed in the index, some information
may not be publicly available, e.g., CBI
or other information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
will be publicly available only in the
hard copy. Publicly available docket
materials are available either
electronically at http://
www.regulations.gov or in hard copy at:

e U.S. Environmental Protection
Agency-Region 5, 77 W. Jackson
Boulevard, Chicago, IL 60604. Hours:
Monday through Friday, 8:30 a.m. to
4:30 p.m., excluding Federal holidays.

e Hamburg Township Library, 10411
Merrill Road, P.O. Box 247, Hamburg,
MI 48139, Phone: (810) 231-1771.
Hours: Monday through Thursday,

9 am. to 8 p.m.; Friday 12 p.m. to

6 p.m. and Saturday 9 a.m. to 5 p.m.
FOR FURTHER INFORMATION CONTACT:
Howard Caine, Remedial Project
Manager, U.S. Environmental Protection
Agency (SR-6]), 77 W. Jackson
Boulevard, Chicago, IL 60604, (312)
353-9685, caine.howard@epa.gov.
SUPPLEMENTARY INFORMATION:
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1. Introduction

EPA Region 5 is publishing this direct
final Notice of Deletion of the
Spiegelberg Landfill Superfund Site
from the NPL. The NPL constitutes
Appendix B of 40 CFR part 300, which
is the National Oil and Hazardous
Substances Pollution Contingency Plan
(NCP), which EPA promulgated
pursuant to Section 105 of the
Comprehensive Environmental
Response, Compensation and Liability
Act (CERCLA) of 1980, as amended.
EPA maintains the NPL as the list of
sites that appear to present a significant

risk to public health, welfare, or the
environment. Sites on the NPL may be
the subject of remedial actions financed
by the Hazardous Substance Superfund
(Fund). As described in 300.425(e)(3) of
the NCP, sites deleted from the NPL
remain eligible for Fund-financed
remedial actions if future conditions
warrant such actions.

Because EPA considers this action to
be noncontroversial and routine, this
action will be effective June 13, 2011
unless EPA receives adverse comments
by May 13, 2011. Along with this direct
final Notice of Deletion, EPA is co-
publishing a Notice of Intent to Delete
in the “Proposed Rules” section of the
Federal Register. If adverse comments
are received within the 30-day public
comment period on this deletion action,
EPA will publish a timely withdrawal of
this direct final Notice of Deletion
before the effective date of the deletion,
and the deletion will not take effect.
EPA will, as appropriate, prepare a
response to comments and continue
with the deletion process on the basis of
the Notice of Intent To Delete and the
comments already received. There will
be no additional opportunity to
comment.

Section II., of this document explains
the criteria for deleting sites from the
NPL. Section IIL., discusses procedures
that EPA is using for this action. Section
IV., discusses the Spiegelberg Landfill
Site and demonstrates how it meets the
deletion criteria. Section V., discusses
EPA’s action to delete the Site from the
NPL unless adverse comments are
received during the public comment
period.

I1. NPL Deletion Criteria

The NCP establishes the criteria that
EPA uses to delete sites from the NPL.
In accordance with 40 CFR 300.425(e),
sites may be deleted from the NPL
where no further response is
appropriate. In making such a
determination pursuant to 40 CFR
300.425(e), EPA will consider, in
consultation with the State, whether any
of the following criteria have been met:

i. Responsible parties or other persons
have implemented all appropriate
response actions required;

ii. All appropriate Fund-financed
response under CERCLA has been
implemented, and no further response
action by responsible parties is
appropriate; or

iii. The remedial investigation has
shown that the release poses no
significant threat to public health or the
environment and, therefore, the taking
of remedial measures is not appropriate.

II1. Deletion Procedures

The following procedures apply to
deletion of the Site:

(1) EPA consulted with the State of
Michigan prior to developing this direct
final Notice of Deletion and the Notice
of Intent To Delete co-published today
in the “Proposed Rules” section of the
Federal Register.

(2) EPA has provided the State 30
working days for review of this notice
and the parallel Notice of Intent To
Delete prior to their publication today,
and the State, through the MDEQ), has
concurred on the deletion of the Site
from the NPL.

(3) Concurrently with the publication
of this direct final Notice of Deletion, a
notice of the availability of the parallel
Notice of Intent To Delete is being
published in a major local newspaper,
the Livingston Daily News. The
newspaper notice announces the 30-day
public comment period concerning the
Notice of Intent To Delete the Site from
the NPL.

(4) EPA placed copies of documents
supporting the proposed deletion in the
deletion docket and made these items
available for public inspection and
copying at the Site information
repositories identified above.

(5) If adverse comments are received
within the 30-day public comment
period on this deletion action, EPA will
publish a timely notice of withdrawal of
this direct final Notice of Deletion
before its effective date and will prepare
a response to comments and continue
with the deletion process on the basis of
the Notice of Intent to Delete and the
comments already received.

Deletion of a site from the NPL does
not itself create, alter, or revoke any
individual’s rights or obligations.
Deletion of a site from the NPL does not
in any way alter EPA’s right to take
enforcement actions, as appropriate.
The NPL is designed primarily for
informational purposes and to assist
EPA management. Section 300.425(e)(3)
of the NCP states that the deletion of a
site from the NPL does not preclude
eligibility for future response actions,
should future conditions warrant such
actions.

IV. Basis for Site Deletion

Site Background and History

The privately owned Spiegelberg
property consists of approximately 115
acres and is located on Spicer Road
about 40 miles west of Detroit and 5
miles south of Brighton, in Green Oak
Township, Livingston County,
Michigan. A rental home and barn are
located on the northwest corner of the
property. Gravel mining at this property
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predated 1940, and continues through
the present time. The property is
surrounded by woods, open fields, and
rural residences.

A paint sludge disposal area covered
a section of about one-half acre in the
northern third of the property at the
base of a sand and gravel quarry.
Resulting soil and groundwater
contamination became the Spiegelberg
Landfill Superfund Site (EPA ID:
MID980794481). While the entire
Spiegelberg property is 115 acres, the
Spiegelberg Landfill Superfund site is
approximately 2V acres (including the
extent of the groundwater
contamination under the %z-acre paint
sludge disposal area) and is a subset of
the Spiegelberg property. A map of the
Spiegelberg Landfill site is located in
the deletion docket.

The site was proposed to the NPL on
December 30, 1982 (47 FR 58476) and
was finalized on the NPL on September
8, 1983 (48 FR 40658). There is potential
for redevelopment at this site, but any
redevelopment on the site would be
subject to ensuring that there is no
interfering with the current remedy at
the adjacent Rasmussen’s Dump
Superfund Site.

Remedial Investigation and Feasibility
Study (RI/FS)

The Remedial Investigation (RI) was
initiated in May 1984. Sampling and
analysis of subsurface soils in the paint
sludge area indicated the presence of
high concentrations of organic and
inorganic compounds from the
Hazardous Substances List (HSL) also
known as the contaminants of concern
(COCs). The HSL chemicals included
acetone, 2-butanone, benzene, toluene,
xylenes, 1,1,1,-trichloroethane, 1,1-
dichloroethane, 4-methyl-2-pentanone,
ethybenzene, chlorobenzene, bis(2-
ethylhexyl)phthalate, di-N-octyl
phthalate, di-N-buty phthalate,
chloroethane, 2-hexanone, cadmium,
nickel, and lead. The detection of
organic constituents in downgradient
monitoring wells and the mobility
characteristics of the compounds found
in the paint sludge area indicated
transport via groundwater was a major
potential pathway at the site. The
results indicated the need for a remedial
action which addresses source control
of the paint sludge and contaminated
soils contained in the paint sludge
disposal area on the site, in order to
reduce or eliminate exposure of
potential receptors to site contaminants.
Additional field work was conducted to
address the groundwater portion of this
investigation. In September 1988, the
Michigan Department of Natural
Resources (MDNR) and EPA issued a

Remedial Investigation Report and Risk
Assessment for both the Spiegelberg and
Rasmussen’s Dump Superfund sites due
to their proximity to one another.
During the investigation, the areas of
concern identified for the Spiegelberg
site were: (1) Operable Unit 1 (OU1)—
The Paint Sludge Disposal Area and
associated contaminated soils, and

(2) Operable Unit 2 (OU2)—The
Groundwater Contamination Plume
resulting from the Paint Sludge Disposal
Area. The groundwater contamination
plume originated from the contaminated
soils and waste materials in the paint
sludge disposal area.

The contaminated groundwater plume
was defined as an area of contamination
approximately 500 feet by 200 feet
flowing in a north/northwesterly
direction from the paint sludge area. It
was estimated that 3.77 million cubic
feet of contaminated groundwater
existed beneath the site. Upper and
lower aquifers are present and are
separated by a discontinuous clay layer.
Contaminants had migrated from the
upper aquifer to the lower aquifer.
Groundwater flow rate was calculated as
266 feet per year in the upper aquifer
and 131 feet per year in the lower
aquifer.

The Feasibility Study evaluated
remedial alternatives for addressing site
contamination. The primary threat from
the paint sludge disposal area to public
health was by ingestion of contaminated
groundwater. There was a potential for
continued migration of contamination
downward into residential drinking
water wells.

Selected Remedy
1986 Record of Decision (ROD) Findings

The remedy chosen in the September
30, 1986 ROD was to address the OU1—
Paint Sludge Area source material. The
recommended and selected remedial
action for source materials was
excavation, offsite incineration, and
landfill disposal. The remedial action
objective (RAOQ) of the action was to
remove the source of continued
contaminant migration from the site.
This alternative included excavation of
15,000 cubic yards of waste material
and separating it into liquid sludges,
paint residue with garbage intermixed,
and solid paint sludges. At the time of
the FS, it was estimated there were
about 5,000 cubic yards of the combined
material to be incinerated and 10,000
cubic yards of solid paint sludge to be
landfilled in a RCRA licensed landfill.
The material was transported to the
incineration site and the landfill site by
truck.

1990 ROD Findings

The remedy chosen in the June 29,
1990 ROD to address the OU2
groundwater contamination included
groundwater extraction followed by on-
site treatment with re-injection of
treated groundwater. The RAOs of the
groundwater remedy were to eliminate
the potential for human exposure to
remaining hazardous substances, which
may occur due to ingestion of
contaminated site groundwater and to
address all potential risks to human
health and/or impacts to the
environment. The area of attainment, as
defined in the ROD, extends throughout
the plume in the upper and lower
aquifers in the area underlying and
surrounding the Spiegelberg site.

The major components of the
treatment included the following:
removal of inorganic contaminants by
chemical precipitation followed by pH
adjustment; removal of the bulk of the
organic contaminants, including
ketones, by a biological treatment
system; and removal of residual organic
contaminants via granular activated
carbon. Treated groundwater was
discharged via injection wells. Deed
restrictions and/or other institutional
controls to prevent unacceptable
exposure and to ensure the integrity of
the remedy were also required.

1991 and 1998 ESD Findings

An explanation significant differences
(ESD) issued in 1991 changed the OU2
ROD cleanup standards for toluene and
xylene to 800 ppb and 300 ppb
respectively. A subsequent ESD was
signed on October 22, 1998 which
changed the remedy to intermittent
pumping and semi-annual sampling
events based on monitoring results
which showed only trace contamination
was present in the groundwater plume.
The second ESD changed the sampling
schedule from quarterly to semi-annual
sampling in the Operational and
Monitoring Plan.

Response Actions

EPA issued a July 8, 1991 Unilateral
Order (UAOQ) to the Potentially
Responsible Parties (PRPs) to conduct
the Remedial Design/Remedial Action.
An amendment to the Unilateral Order
was issued by EPA on August 28, 1991.
The UAO Amendment modified the
“Parties Bound” which required that the
UAO be recorded with each parcel of
land, modified the definition of
“Facility” and modified the Quality
Assurance requirements.

The remedial activities designed and
eventually implemented by the PRPs
included:
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e Procurement and implementation of
the institutional controls in 1991 for the
purpose of preventing interference with
the performance of the remedial action.
In general, this includes no use that
could cause exposure of humans or
animals to contaminated groundwater:
no use of the real estate that will
interfere with the remedial action; and,
no residential or commercial use of that
part of the real estate that would allow
continued presence of humans;

e Implementation of a Remedial
Design (RD) Data Collection Program
confirming the hydrogeologic site
characterization and chemical
characterization of groundwater, and
conducting field tests and treatability
studies. The results of the RD Data
Collection Program supplemented the
existing site data and were used to
design the treatment system and
extraction/injection well networks;

¢ Construction of a groundwater
extraction system to capture and extract
groundwater for treatment from the
affected groundwater zones;

¢ Construction of a groundwater
treatment plant to treat the extracted
groundwater prior to reinjection;

¢ Construction of a groundwater
injection system to discharge the treated
groundwater. The injection system
provided for a “closed loop” system and
enhanced movement of the affected
groundwater towards the extraction
wells;

¢ Construction of fencing to secure
the constructed treatment plant;

¢ Implementation of all operation,
maintenance, and monitoring activities
for the constructed remedial action
activities including, but not limited to,
operation and maintenance of the
groundwater treatment plant and
monitoring the progress of groundwater
remediation; and

¢ Implementation of a residential
well monitoring program.

The PRPs were also required to
prepare and submit: Design Plans and
Specifications; Operation and
Maintenance Plan; Project Schedule;
Construction Quality Assurance Plan;
Construction Health and Safety Plan,
Design Phases; and a Community
Relations Support Program.

Paint Sludge Disposal Area (OU1)

The remedy for source control
commenced on August 10, 1989. The
remedy was implemented by the Ford
Motor Company pursuant to the
December 1988 Consent Decree. The
paint sludge was excavated to the
surveyed groundwater level and to the
visual lateral extent of the waste. Clean
soil from the cutback around the
periphery of the paint sludge pit was

placed on the soil storage cell and used
for backfill at the completion of the
source control activities. From August
14, 1989 to September 20, 1989 a total
of 817 loads of paint sludge and debris
totaling 19,300 tons were transported
and disposed of at Wayne Disposal, an
off-site RCRA Subtitle C landfill. From
September 20, 1989 to October 23 1989
a total of 1,217 loads of subsoil totaling
29,600 tons were transported and
disposed of at Wayne Disposal. From
October 24, 1989 to November 15, 1989
a total of 425 loads of subsoil totaling
9,600 tons were transported and
disposed of at CID Landfill located in
Chicago, Illinois. Thirty-three drums of
liquid wastes were disposed at
Chemical Waste Management located in
Chicago, Illinois, an off-site incinerator.
Four gas cylinders were disposed at
AQUA-TECH Laboratories in Texas.
Project closeout activities included
backfilling operations, final grading,
disposal of decontamination wash
waters, and the removal of all site
facilities including all concrete pads,
construction trailers, and fencing.
According to CRA Progress Report No.
11, excavation, transport, and disposal
of soil underlying the paint sludge area
was completed on November 15, 1989.
Excavation of soil was completed to
groundwater at the northern portion of
the paint sludge disposal area on
November 15, 1989. The area was
surveyed prior to backfilling to
document the limit of excavation. The
limits of excavation were agreed to by
the CRA Engineer and the MDNR
Project Coordinator. No soil remediation
confirmation samples were collected
since the source was excavated to
groundwater. It was determined that the
monitoring of groundwater
concentrations would provide data to
ensure that all source materials had
been addressed. Backfilling commenced
on November 16, 1989. The final site
inspection was completed by the MDNR
Project Coordinator and EPA Remedial
Project Manager on February 9, 1990
following demobilization activities.

Groundwater (OU2)

Remedial actions began in November
1994 after testing and operating an on-
site pump and treat treatment pilot
plant. Construction activities included:
site clearing and degrading; installation
of extraction and reinjection wells and
associated piping systems; installation
of process equipment for treating the
contaminated groundwater; access road
upgrade; and fencing around the
treatment facility. A pre-final inspection
of the construction activities was
conducted by the MDNR and EPA
remedial project managers and the EPA

oversight contractor on June 9, 1995.
During the pre-final inspection it was
determined that the extraction,
reinjection, and treatment systems were
constructed as designed and were
operational. With the completion of
construction at OU2, the site was
designated construction complete with
the signing of the Preliminary Close-Out
Report on June 29, 1995. Upon signature
of the ESD in 1998, the pump and treat
system operation was suspended
because groundwater concentrations
were below cleanup levels but would be
reactivated if contaminant
concentrations exceeded risk-based
cleanup levels.

Cleanup Goals

All paint sludge and contaminated
soils in the paint sludge pit were
removed and the excavation extended
down to groundwater in accordance
with the 1986 ROD. The 1990 ROD for
groundwater restoration has been
completed. Groundwater treatment has
restored the aquifer to cleanup
standards. Those cleanup levels are
listed in the following table:

IClealmup
. evel part
Chemical per biﬁion
(ppb)
Benzene ........ccooceeeeiieiiiiiieeeee, 1.2
Vinyl Chloride 0.5
2-Butanone .... 350
2-Hexanone ... 50
TOIUENE ..., 800
XYIENES ..ooiiieieeee e 300
Lead ...cocoeeeiiiieeee e 5

The confirmation monitoring period
consisted of twelve monitoring events
from wells in the shallow and deep
aquifer both within the former footprint
of the source area and downgradient of
the source area. The sampling was
conducted from September 1998 to
December 2004. The monitoring results
have demonstrated continued
compliance with the 1998 Cleanup
Standards and have established that the
Site has achieved groundwater cleanup
goals established in the 1990 ROD and
modified in the 1991 and 1998 ESDs. No
COCs have been found above clean up
levels since 1998. A Final Close Out was
approved by EPA on July 19, 2010.

Operation and Maintenance

The pump and treat system operation
took place from June 1995 through
September 1998. Intermittent operation
of the groundwater remediation system
occurred from September 1998 through
August 2004. EPA approved the PRPs’
Operating Plan on September 14, 1998.
This plan called for confirmatory
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hydraulic monitoring, additional
hydrogeologic investigations,
installation of additional monitoring
wells, and a contingency plan. The
confirmatory sampling report was
submitted in January 1999 and the
hydraulic investigation results were
submitted in April 1999. The results of
volatile organic compounds (VOCs)
analysis from all groundwater
monitoring events post intermittent
pumping mode have shown no
exceedences of contaminant
concentrations in either the upper or
lower aquifers above the established
cleanup levels.

There are two deed restrictions
associated with the entire Spiegelberg
property and encompass the former
footprint of the landfill. One deed
restriction prohibits activities on the
Spiegelberg Site that may interfere with
the remedy. The Site is cleaned up;
therefore, this deed restriction can be
removed from the property. There is a
second deed restriction on the
Spiegelberg property for the adjoining
Rasmussen’s Dump Superfund Site
remedy. This deed restriction prohibits
interfering with existing or future
monitoring wells on the Spiegelberg
property needed to implement and
monitor the Rasmussen’s Dump Site
groundwater remedy. These deed
restrictions are not required for the
Spiegelberg CERCLA remedy; however
the second institutional control related
to the Rasmussen’s Dump Site will
remain in place until the contaminated
groundwater from the Rasmussen’s
Dump Site is remediated.

No operation and maintenance is
needed for the Spiegelberg Site since the
remedial actions restored both site-
related contaminated soils and
groundwater to levels that allow for
unlimited use and unrestricted
exposure. Any monitoring done at the
Spiegelberg property is done in
conjunction with the Rasmussen’s
Dump Superfund Site remedy.

Five-Year Review

Five-Year Review (FYR) reports were
written in 2000 and 2005. The 2000 FYR
concluded that the implemented
remedy is protective of human health
and the environment. The on-site
groundwater treatment system was
operating as described in the
Spiegelberg Landfill Site ROD. This FYR
recommended continuing the
monitoring requirements from the
Statement of Work (SOW) which
included four consecutive semi-annual
sampling events. The confirmation
monitoring period consisted of twelve
monitoring events from September 1998
to December 2004.

The 2005 FYR also found the remedy
to be protective of human health and the
environment. It concluded that the
confirmation monitoring period (post
intermittent pumping monitoring)
included twelve monitoring events
since 1998, to demonstrate continued
compliance with the 1998 groundwater
Cleanup Standards. The 2005 FYR also
concluded, “This is the final Five-Year
Review for the Spiegelberg Site.
Groundwater treatment has restored the
aquifer to clean-up standards. Delisting,
more formally known as Deletion from
the NPL, should be evaluated and
pursued as appropriate.”

Community Involvement

Public participation activities have
been satisfied as required in CERCLA
Section 113(k), 42 U.S.C. 9613(k), and
CERCLA Section 117, 42 U.S.C. 9617.
Documents in the deletion docket which
EPA relied on for recommendation of
the deletion of this site from the NPL are
available to the public in the
information repositories and at http://
www.regulations.gov.

Determination That the Site Meets the
Criteria for Deletion in the NCP

The NCP (40 CFR 300.425(e)) states
that a site may be deleted from the NPL
when no further response action is
appropriate. EPA, in consultation with
the State of Michigan, has determined
that the responsible parties have
implemented all required response
actions and that no further response
action by responsible parties is
appropriate.

V. Deletion Action

The EPA, with concurrence from State
of Michigan through the MDEQ, has
determined that all appropriate
response actions under CERCLA have
been completed. EPA received
concurrence from the State of Michigan
on December 17, 2010. Therefore, EPA
is deleting the Site from the NPL.

Because EPA considers this action to
be noncontroversial and routine, EPA is
taking it without prior publication. This
action will be effective June 13, 2011
unless EPA receives adverse comments
by May 13, 2011. If adverse comments
are received within the 30-day public
comment period, EPA will publish a
timely withdrawal of this direct final
Notice of Deletion before the effective
date of the deletion, and it will not take
effect. EPA will prepare a response to
comments and continue with the
deletion process on the basis of the
notice of intent to delete and the
comments already received. There will
be no additional opportunity to
comment.

List of Subjects in 40 CFR Part 300

Environmental protection, Air
pollution control, Chemicals, Hazardous
waste, Hazardous substances,
Intergovernmental relations, Penalties,
Reporting and recordkeeping
requirements, Superfund, Water
pollution control, Water supply.

Dated: April 5, 2011.

Susan Hedman,
Regional Administrator, Region 5.

For the reasons set out in this

document, 40 CFR part 300 is amended
as follows:

PART 300—[AMENDED]

m 1. The authority citation for part 300
continues to read as follows:

Authority: 33 U.S.C. 1321(c)(2); 42 U.S.C.
9601-9657; E.O. 12777, 56 FR 54757, 3 CFR,
1991 Comp., p. 351; E.O. 12580, 52 FR 2923;
3 CFR, 1987 Comp., p. 193.

Appendix B to Part 300 [Amended]

m 2. Table 1 of Appendix B to Part 300
is amended by removing “Spiegelberg
Landfill, Green Oak Township, MI.”
[FR Doc. 2011-8879 Filed 4-12-11; 8:45 am|
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 1042

Control of Emissions From New and
In-Use Marine Compression-Iignition
Engines and Vessels

CFR Correction

In Title 40 of the Code of Federal
Regulations, Part 1000 to End, revised as
of July 1, 2010, on page 240, in
§1042.901, the definition of “New
vessel” is reinstated to read as follows:

§1042.901 Definitions.

* * * * *

New vessel means any of the
following:

(1) A vessel for which the ultimate
purchaser has never received the
equitable or legal title. The vessel is no
longer new when the ultimate purchaser
receives this title or it is placed into
service, whichever comes first.

(2) For vessels with no Category 3
engines, a vessel that has been modified
such that the value of the modifications
exceeds 50 percent of the value of the
modified vessel, excluding temporary
modifications (as defined in this
section). The value of the modification
is the difference in the assessed value of
the vessel before the modification and
the assessed value of the vessel after the
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modification. The vessel is no longer
new when it is placed into service. Use
the following equation to determine if
the fractional value of the modification
exceeds 50 percent:

Percent of value = [(Value after
modification)(Value before
modification)] X 100% + (Value after
modification)

(3) For vessels with Category 3
engines, a vessel that has undergone a
modification that substantially alters the
dimensions or carrying capacity of the
vessel, changes the type of vessel, or
substantially prolongs the vessel’s life.

(4) An imported vessel that has
already been placed into service, where
it has an engine not covered by a
certificate of conformity issued under
this part at the time of importation that
was manufactured after the
requirements of this part start to apply
(see §1042.1).

* * * * *
[FR Doc. 20118794 Filed 4-12-11; 8:45 am]
BILLING CODE 1505-01-D

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

44 CFR Part 65

[Docket ID FEMA-2011-0002; Internal
Agency Docket No. FEMA-B-1181]

Changes in Flood Elevation
Determinations

AGENCY: Federal Emergency
Management Agency, DHS.

ACTION: Interim rule.

SUMMARY: This interim rule lists
communities where modification of the
Base (1% annual-chance) Flood
Elevations (BFEs) is appropriate because
of new scientific or technical data. New
flood insurance premium rates will be
calculated from the modified BFEs for
new buildings and their contents.
DATES: These modified BFEs are
currently in effect on the dates listed in
the table below and revise the Flood
Insurance Rate Maps (FIRMs) in effect

prior to this determination for the listed
communities.

From the date of the second
publication of these changes in a
newspaper of local circulation, any
person has ninety (90) days in which to
request through the community that the
Deputy Federal Insurance and
Mitigation Administrator reconsider the
changes. The modified BFEs may be
changed during the 90-day period.
ADDRESSES: The modified BFEs for each
community are available for inspection
at the office of the Chief Executive
Officer of each community. The
respective addresses are listed in the
table below.

FOR FURTHER INFORMATION CONTACT: Luis
Rodriguez, Chief, Engineering
Management Branch, Federal Insurance
and Mitigation Administration, Federal
Emergency Management Agency, 500 C
Street SW., Washington, DC 20472,
(202) 646—4064, or (e-mail)
luis.rodriguez1@dhs.gov.

SUPPLEMENTARY INFORMATION: The
modified BFEs are not listed for each
community in this interim rule.
However, the address of the Chief
Executive Officer of the community
where the modified BFE determinations
are available for inspection is provided.

Any request for reconsideration must
be based on knowledge of changed
conditions or new scientific or technical
data.

The modifications are made pursuant
to section 201 of the Flood Disaster
Protection Act of 1973, 42 U.S.C. 4105,
and are in accordance with the National
Flood Insurance Act of 1968, 42 U.S.C.
4001 et seq., and with 44 CFR part 65.

For rating purposes, the currently
effective community number is shown
and must be used for all new policies
and renewals.

The modified BFEs are the basis for
the floodplain management measures
that the community is required either to
adopt or to show evidence of being
already in effect in order to qualify or
to remain qualified for participation in
the National Flood Insurance Program
(NFIP).

These modified BFEs, together with
the floodplain management criteria
required by 44 CFR 60.3, are the
minimum that are required. They

should not be construed to mean that
the community must change any
existing ordinances that are more
stringent in their floodplain
management requirements. The
community may at any time enact
stricter requirements of its own or
pursuant to policies established by other
Federal, State, or regional entities. The
changes in BFEs are in accordance with
44 CFR 65.4.

National Environmental Policy Act.
This interim rule is categorically
excluded from the requirements of 44
CFR part 10, Environmental
Consideration. An environmental
impact assessment has not been
prepared.

Regulatory Flexibility Act. As flood
elevation determinations are not within
the scope of the Regulatory Flexibility
Act, 5 U.S.C. 601-612, a regulatory
flexibility analysis is not required.

Regulatory Classification. This
interim rule is not a significant
regulatory action under the criteria of
section 3(f) of Executive Order 12866 of
September 30, 1993, Regulatory
Planning and Review, 58 FR 51735.

Executive Order 13132, Federalism.
This interim rule involves no policies
that have federalism implications under
Executive Order 13132, Federalism.

Executive Order 12988, Civil Justice
Reform. This interim rule meets the
applicable standards of Executive Order
12988.

List of Subjects in 44 CFR Part 65

Flood insurance, Floodplains,
Reporting and recordkeeping
requirements.

Accordingly, 44 CFR part 65 is
amended to read as follows:

PART 65—[AMENDED]

m 1. The authority citation for part 65
continues to read as follows:

Authority: 42 U.S.C. 4001 et seq.;
Reorganization Plan No. 3 of 1978, 3 CFR,
1978 Comp., p- 329; E.O. 12127, 44 FR 19367,
3 CFR, 1979 Comp., p. 376.

§65.4 [Amended]

m 2. The tables published under the
authority of § 65.4 are amended as
follows:

State and county Locatlor;\lg.nd case Dﬁ;z%ngor;iig]svg; %ivgﬁgﬁggr Chief executive officer of community Efﬁgg‘ﬁ?cgﬁéi of ComNngutmlty
Idaho:
Ada ... Unincorporated Oct. 25, 2010, Nov. 1, 2010, | Mr. Fred Tilman, Chairman, Ada County | March 1, 2011 .............. 160001
areas of Ada The Idaho Statesman. Board of Commissioners, Ada County
County (10-10— Courthouse, 200 West Front Street, 3rd
0128P). Floor, Boise, ID 83702.
Ada ....ooeeeeees City of Meridian (10— | Oct. 25, 2010, Nov. 1, 2010, | The Honorable Tammy de Weerd, Mayor, | March 1, 2011 ............... 160180
10-0128P). The Idaho Statesman. City of Meridian, 33 East Broadway Av-
enue, Suite 300, Meridian, ID 83642.
lllinois:
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State and county Locatlorlllghd case Dﬁ;%éngo?iizag; %ivgﬁgﬁggr Chief executive officer of community Eﬂne]g:;‘i'ffcgtaigen of ComNn;t.Jnlty
DuPage ............ Village of Woodridge | Nov. 25, 2010, Dec 2, 2010, | The Honorable William F. Murphy, Mayor, | November 12, 2010 ........ 170737
(10-05-5743P). The Bugle Newspaper. Village of Woodridge, 5 Plaza Drive,
Woodridge, IL 60517.
Will e, Village of Nov. 25, 2010, Dec. 2, 2010, | The Honorable Roger C. Claar, Mayor, | November 12, 2010 ........ 170812
Bolingbrook (10— The Bugle Newspaper. Village of Bolingbrook, 375 West
05-5743P). Briarcliff Road, Bolingbrook, IL 60440.
DuPage ............ Unincorporated Dec. 13, 2010, Dec. 20, 2010, | Mr. Robert J. Schillerstrom, Chairman, | April 19, 2011 170197
areas of DuPage The Daily Herald. DuPage County Board, Jack T.
County (10-05— Knuepfer Administration Building, 421
1256P). North County Farm Road, Wheaton, IL
60187.
DuPage ............ City of Darien (10— Dec. 13, 2010, Dec. 20, 2010, | The Honorable Kathleen A. Weaver, | April 19, 2011 ................ 170750
05-1256P). The Daily Herald. Mayor, City of Darien, 1702 Plainfield
Road, Darien, IL 60561.
Kansas: Johnson ..... City of Lenexa (10— | Nov. 30, 2010, Dec. 7, 2010, | The Honorable Michael Boehm, Mayor, | April 6, 2011 ..........c........ 200168
07-0912P). The Legal Record. City of Lenexa, 12350 West 87th Street
Parkway, Lenexa, KS 66215.
Massachusetts:
Bristol ............... Town of Swansea Oct. 20, 2010, Oct. 27, 2010, | Mr. M. Scott Ventura, Chairman, Board of | October 4, 2010 ............. 255221
(10-01-1791P). The Spectator. Selectmen, Swansea Town Hall Annex,
68 Stevens Road, Swansea, MA 02777.
Bristol ............... Town of Easton (11— | Nov. 1, 2010, Nov. 8, 2010, | Mr. David Colton, Town of Easton Admin- | October 26, 2010 ........... 250053
01-0022P). The Enterprise News. istrator, 136 Elm Street, Easton, MA
02356.
Bristol ............... Town of Easton (11— | Nov. 15, 2010, Nov. 22, 2010, | Mr. David Colton, Town of Easton Admin- | November 2, 2010 .......... 250053
01-0021P). The Enterprise News. istrator, 136 Elm Street, Easton, MA
02356.
Michigan: Bay .......... Township of Oct. 7, 2010, Oct. 14, 2010, | Mr. Ronald Campbell, Township of | February 11, 2011 .......... 260022
Frankenlust (09— The Bay City Democrat & Frankenlust Supervisor, 2401 Delta
05-6111P). The Bay County Legal News. Road, Bay City, MI 48706.
Minnesota:
Olmsted ............ City of Rochester Oct. 7, 2010, Oct. 14, 2010, | The Honorable Ardell F. Brede, Mayor, | February 11, 2011 .......... 275246
(10-05-2736P). The Rochester Post-Bulletin. City of Rochester, 201 4th Street
Southeast, Room 281, Rochester, MN
55904.
Olmsted ............ Unincorporated Oct. 7, 2010, Oct. 14, 2010, | Mr. Richard G. Delvin, Olmsted County | February 11, 2011 .......... 270626
areas of Olmsted The Rochester Post-Bulletin. Administrator, 151  Southeast 4th
County (10-05— Street, Rochester, MN 55904.
2736P).
Anoka ............... City of Centerville Oct. 27, 2010, Nov. 10, 2010, | The Honorable Mary Capra, Mayor, City | March 10, 2011 .............. 270008
(10-05-2774P). The Citizen. of Centervile, 1880 Main Street,
Centerville, MN 55038.
Missouri:
Phelps .............. City of Rolla (10-07— | Dec. 13, 2010, Dec. 20, 2010, | The Honorable Wiliam S. Jenks, I, | April 19, 2011 ........cce... 290285
0319P). The Rolla Daily News. Mayor, City of Rolla, 901 North Elm
Street, Rolla, MO 65401.
St. Charles ....... Unincorporated December 15, 2010, Dec. 22, | Mr. Steve Ehlmann, St. Charles County | December 1, 2010 .......... 290315
areas of St. 2010, The Suburban Jour- Executive, 100 North 3rd Street, St.
Charles County nals of St., Charles County. Charles, MO 63301.
(10-07-1774P).
St. Charles ....... City of St. Peters Dec. 15, 2010, Dec. 22, 2010, | The Honorable Len Pagano, Mayor, City | December 1, 2010 .......... 290319
(10-07-1774P). The Suburban Journals of St. of St. Peters, 1 St. Peters Centre Bou-
Charles County. levard, St. Peters, MO 63376.
Ohio: Summit ........... City of Akron (10— Nov. 29, 2010, Dec. 6, 2010, | The Honorable Donald L. Plusquellic, | December 17, 2010 ........ 390523
05-5693P). The Akron Legal News. Mayor, City of Akron, 166 South High
Street, Room 200, Akron, OH 44308.
Wisconsin:
Waukesha ........ City of New Berlin Oct. 21, 2010, Oct. 28, 2010, | The Honorable Jack F. Chiovatero, | October 4, 2010 ............. 550487
(10-05-2901P). My Community ~ Now— Mayor, City of Berlin, 3805 South Cas-
Southwest. per Drive, New Berlin, WI 53151.
Green ..ot Unincorporated October 21, 2010, Oct. 28, | Mr. Arthur Carter, Chairman, Green | February 18, 2011 .......... 550157
areas of Green 2010, The Post Messenger County Board, 1016 16th Avenue, Mon-
County (10-05— Recorder. roe, W| 53566.
1296P).
Green ............... Village of New Oct. 21, 2010, Oct. 28, 2010, | Mr. Jim Salter, President, Village of New | February 18, 2011 .......... 550164
Glarus (10-05- The Post Messenger Re- Glarus Board, 319 2nd Street, P.O. Box
1296P). corder. 399, New Glarus, WI 53574.
Washington ...... Unincorporated Nov. 9, 2010, Nov. 16, 2010, | Mr. Herbert J. Tennies, Chairperson, | March 16, 2010 .............. 550471

areas of Wash-
ington County
(10-05—-2489P).

The West Bend Daily News.

Washington County, P.O. Box 1986,
432 East Washington Street, West
Bend, WI 53095.
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(Catalog of Federal Domestic Assistance No.
97.022, “Flood Insurance.”)

Dated: March 7, 2011.
Sandra K. Knight,
Deputy Federal Insurance and Mitigation
Administrator, Mitigation, Department of
Homeland Security, Federal Emergency
Management Agency.
[FR Doc. 2011-8853 Filed 4-12—11; 8:45 am]
BILLING CODE 9110-12-P

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

44 CFR Part 65

[Docket ID FEMA-2011-0002; Internal
Agency Docket No. FEMA-B-1180]

Changes in Flood Elevation
Determinations

AGENCY: Federal Emergency
Management Agency, DHS.

ACTION: Interim rule.

SUMMARY: This interim rule lists
communities where modification of the
Base (1% annual-chance) Flood
Elevations (BFEs) is appropriate because
of new scientific or technical data. New
flood insurance premium rates will be
calculated from the modified BFEs for
new buildings and their contents.

DATES: These modified BFEs are
currently in effect on the dates listed in
the table below and revise the Flood
Insurance Rate Maps (FIRMs) in effect
prior to this determination for the listed
communities.

From the date of the second
publication of these changes in a
newspaper of local circulation, any
person has ninety (90) days in which to
request through the community that the
Deputy Federal Insurance and
Mitigation Administrator reconsider the
changes. The modified BFEs may be
changed during the 90-day period.

ADDRESSES: The modified BFEs for each
community are available for inspection
at the office of the Chief Executive
Officer of each community. The
respective addresses are listed in the
table below.

FOR FURTHER INFORMATION CONTACT: Luis
Rodriguez, Chief, Engineering
Management Branch, Federal Insurance
and Mitigation Administration, Federal
Emergency Management Agency, 500 C
Street SW., Washington, DC 20472,
(202) 646—4064, or (e-mail)
luis.rodriguez1@dhs.gov.

SUPPLEMENTARY INFORMATION: The
modified BFEs are not listed for each
community in this interim rule.
However, the address of the Chief
Executive Officer of the community
where the modified BFE determinations
are available for inspection is provided.

Any request for reconsideration must
be based on knowledge of changed
conditions or new scientific or technical
data.

The modifications are made pursuant
to section 201 of the Flood Disaster
Protection Act of 1973, 42 U.S.C. 4105,
and are in accordance with the National
Flood Insurance Act of 1968, 42 U.S.C.
4001 et seq., and with 44 CFR part 65.

For rating purposes, the currently
effective community number is shown
and must be used for all new policies
and renewals.

The modified BFEs are the basis for
the floodplain management measures
that the community is required either to
adopt or to show evidence of being
already in effect in order to qualify or
to remain qualified for participation in
the National Flood Insurance Program
(NFIP).

These modified BFEs, together with
the floodplain management criteria
required by 44 CFR 60.3, are the
minimum that are required. They
should not be construed to mean that
the community must change any
existing ordinances that are more
stringent in their floodplain
management requirements. The

community may at any time enact
stricter requirements of its own or
pursuant to policies established by other
Federal, State, or regional entities. The
changes in BFEs are in accordance with
44 CFR 65.4.

National Environmental Policy Act.
This interim rule is categorically
excluded from the requirements of 44
CFR part 10, Environmental
Consideration. An environmental
impact assessment has not been
prepared.

Regulatory Flexibility Act. As flood
elevation determinations are not within
the scope of the Regulatory Flexibility
Act, 5 U.S.C. 601-612, a regulatory
flexibility analysis is not required.

Regulatory Classification. This
interim rule is not a significant
regulatory action under the criteria of
section 3(f) of Executive Order 12866 of
September 30, 1993, Regulatory
Planning and Review, 58 FR 51735.

Executive Order 13132, Federalism.
This interim rule involves no policies
that have federalism implications under
Executive Order 13132, Federalism.

Executive Order 12988, Civil Justice
Reform. This interim rule meets the
applicable standards of Executive Order
12988.

List of Subjects in 44 CFR Part 65

Flood insurance, Floodplains,
Reporting and recordkeeping
requirements.

Accordingly, 44 CFR part 65 is
amended to read as follows:

PART 65—[AMENDED]

m 1. The authority citation for part 65
continues to read as follows:

Authority: 42 U.S.C. 4001 et seq.;
Reorganization Plan No. 3 of 1978, 3 CFR,
1978 Comp., p. 329; E.O. 12127, 44 FR 19367,
3 CFR, 1979 Comp., p. 376.

§65.4 [Amended]

The tables published under the
authority of § 65.4 are amended as
follows:

State and county Location and case Date and name of newspaper Chief executive Effective date of Community
No. where notice was published officer of community modification No.
lllinois:
Kane ......cccue.... Unincorporated Aug. 19, 2010, Aug. 26, 2010, | Ms. Karen McConnaughay Chairman, | December 28, 2010 ........ 170896
areas of Kane The Fox Valley Labor News. Kane County Board, 719 South Batavia
County (10-05— Avenue, Geneva, IL 60134.
2793P).
Kane ......ccccoueeee. Village of Hampshire | Aug. 19, 2010, Aug. 26, 2010, | Mr. Jeffrey Magnussen, President, Village | December 28, 2010 ........ 170327
(10-05-2793P). The Fox Valley Labor News. of Hampshire, 234 South State Street,
P.O. Box 457, Hampshire, IL 60140.
Kane ......cccoue.... Village of Huntley Aug. 23, 2010, Aug. 30, 2010, | The Honorable Charles H. Saas, Mayor, | December 28, 2010 ........ 170480
(10-05-2793P). The Northwest Herald. Village of Huntley, 10987 Main Street,
Huntley, IL 60142.
Kane .......c........ Village of Huntley Aug. 16, 2010, Aug. 23, 2010, | The Honorable Charles H. Saas, Mayor, | December 21, 2010 ........ 170480
(10-05-2799P). The Northwest Herald. Village of Huntley, 10987 Main Street,
Huntley, IL 60142.
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State and county Location and case Date and name of newspaper Chief executive Effective date of Community
No. where notice was published officer of community modification No.
Kane ......ccccoueeee. Unincorporated Aug. 12, 2010, Aug. 19, 2010, | Ms. Karen McConnaughay, Chairman, | December 21, 2010 ........ 170896
areas of Kane The Fox Valley Labor News. Kane County Board, 719 South Batavia
County (10-05— Avenue, Geneva, IL 60134.
2799P).
Kane ......cccue.... Village of Gilberts Aug. 16, 2010, Aug. 23, 2010, | The Honorable Rick Zirk, President, Vil- | December 21, 2010 ........ 170326
(10-05-2799P). The Daily Herald. lage of Gilberts, 87 Galligan Road, Gil-
berts, IL 60136.
McHenry ........... Unincorporated Sept. 15, 2010, Sept. 22, 2010, | Mr. Ken A. Koehler, Chairman, McHenry | January 20, 2011 ........... 170732
areas of McHenry The Woodstock Independent. County Board, 2200 North Seminary
County (10-05— Avenue, Woodstock, IL 60098.
3025P).
McHenry ........... City of Woodstock Sept. 15, 2010, Sept. 22, 2010, | The Honorable Dr. Brian Sager, Mayor, | January 20, 2011 ........... 170488
(10-05-3025P). The Woodstock Independent. City of Woodstock, 811 Regina Court,
Woodstock, IL 60098.
Kansas:
Johnson ............ City of Leawood Aug. 25, 2010, Sept. 1, 2010, | The Honorable Peggy J. Dunn, Mayor, | August 11, 2010 ............. 200167
(10-07-0270P). Sun Publications. City of Leawood, 4800 Town Center
Drive, Leawood, KS 66211.
Johnson ............ City of Overland Aug. 25, 2010, Sept. 1, 2010, | The Honorable Carl Gerlach, Mayor, City | August 11, 2010 ............. 200174
Park (10-07- Sun Publications. of Overland Park, 8500 Santa Fe Drive,
0270P). Overland Park, KS 66212.
Missouri:
Phelps .............. City of Rolla (10-07— | Sept. 27, 2010, October 4, | The Honorable Wiliam S. Jenks, lll, | February 2, 2011 ............ 290285
0800P). 2010, The Rolla Daily News. Mayor, City of Rolla, 901 North Elm
Street, Rolla, MO 65401.
Phelps ............. Unincorporated Sept. 27, 2010, October 4, | The Honorable Randy Verkamp, Pre- | February 2, 2011 ........... 290284
areas of Phelps 2010, The Rolla Daily News. siding Commissioner, Phelps County,
County (10-07— 200 North Main Street, Rolla, MO
0800P). 65401.
New Hampshire: City of Manchester July 29, 2010, Aug. 5, 2010, | The Honorable Ted Gatsas, Mayor, City | December 3, 2010 .......... 330169
Hillsborough. (10-01-1093P). The Union Leader News- of Manchester, One City Hall Plaza,
paper. Manchester, NH 03101.
Ohio:
Greene ............. Unincorporated Aug. 24, 2010, Aug. 31, 2010, | The Honorable Rick Perales, Greene | December 29, 2010 ........ 390193
areas of Greene The Greene County Daily. County Commissioner, 35 Greene
County (10-05— Street, Xenia, OH 45385.
2633P).
Greene ............. City of Bellbrook Aug. 24, 2010, Aug. 31, 2010, | The Honorable Mary Graves, Mayor, City | December 29, 2010 ........ 390194
(10-05—-2633P). The Greene County Daily. of Bellbrook, 15 East Franklin Street,
2nd Floor, Bellbrook, OH 45305.
Lorain .............. City of Elyria (09— Aug. 26, 2010, Sept. 2, 2010, | The Honorable Wiliam M. Grace, Mayor, | January 3, 2011 390350
05-6438P). The Chronicle-Telegram. City of Elyria, 131 Court Street, Elyria,
OH 44035.
Delaware .......... Unincorporated Sept. 15, 2010, Sept. 22, 2010, | Mr. Tommy Thompson, Delaware County | January 20, 2011 ........... 390146
areas of Delaware Westerville News and Public Commissioner, 101 North Sandusky
County (10-05— Opinions. Street, Delaware, OH 43015.
4584P).
Franklin ............. City of Westerville Sept. 15, 2010, Sept. 22, 2010, | The Honorable Kathy Cocuzzi, Mayor, | January 20, 2011 ........... 390179
(10-05-4584P). The Columbus Dispatch. City of Westerville, 21 South State
Street, Westerville, OH 43081.
Wisconsin:
Manitowoc ........ Unincorporated Sept. 13, 2010, Sept. 20, 2010, | Mr. Bob Ziegelbauer, Manitowoc County | January 18, 2011 ........... 550236
areas of The Herald-Times-Reporter. Executive, Courthouse, 1010 South 8th
Manitowoc County Street, Manitowoc, WI 54220.
(10-05-2864P).
Dane ................ City of Sun Prairie Sept. 23, 2010, Sept. 30, 2010, | The Honorable Joe Chase, Mayor, City of | August 30, 2010 ............. 550573
(10-05-3124P). The Star. Sun Prairie, 300 East Main Street, Sun
Prairie, WI 53590.

(Catalog of Federal Domestic Assistance No.

97.022, “Flood Insurance.”)

Dated: March 7, 2011.
Sandra K. Knight,

SECURITY

Federal Emergency Management

Agency

Deputy Federal Insurance and Mitigation

Administrator, Mitigation, Department of
Homeland Security, Federal Emergency

Management Agency.

[FR Doc. 2011-8840 Filed 4-12-11; 8:45 am]|

BILLING CODE 9110-12-P

44 CFR Part 65

[Docket ID FEMA-2011-0002]

Changes in Flood Elevation

Determinations

AGENCY: Federal Emergency
Management Agency, DHS.

ACTION: Final rule.

DEPARTMENT OF HOMELAND

SUMMARY: Modified Base (1% annual-
chance) Flood Elevations (BFEs) are
finalized for the communities listed
below. These modified BFEs will be
used to calculate flood insurance
premium rates for new buildings and
their contents.

DATES: The effective dates for these
modified BFEs are indicated on the
following table and revise the Flood
Insurance Rate Maps (FIRMs) in effect
for the listed communities prior to this
date.

ADDRESSES: The modified BFEs for each
community are available for inspection
at the office of the Chief Executive
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Officer of each community. The
respective addresses are listed in the
table below.

FOR FURTHER INFORMATION CONTACT: Luis
Rodriguez, Chief, Engineering
Management Branch, Federal Insurance
and Mitigation Administration, Federal
Emergency Management Agency, 500 C
Street, SW., Washington, DC 20472,
(202) 646—4064, or (e-mail)
luis.rodriguez1@dhs.gov.

SUPPLEMENTARY INFORMATION: The
Federal Emergency Management Agency
(FEMA) makes the final determinations
listed below of the modified BFEs for
each community listed. These modified
BFEs have been published in
newspapers of local circulation and
ninety (90) days have elapsed since that
publication. The Deputy Federal
Insurance and Mitigation Administrator
has resolved any appeals resulting from
this notification.

The modified BFEs are not listed for
each community in this notice.
However, this final rule includes the
address of the Chief Executive Officer of
the community where the modified BFE
determinations are available for
inspection.

The modified BFEs are made pursuant
to section 206 of the Flood Disaster
Protection Act of 1973, 42 U.S.C. 4105,
and are in accordance with the National
Flood Insurance Act of 1968, 42 U.S.C.
4001 et seq., and with 44 CFR part 65.

For rating purposes, the currently
effective community number is shown

and must be used for all new policies
and renewals.

The modified BFEs are the basis for
the floodplain management measures
that the community is required either to
adopt or to show evidence of being
already in effect in order to qualify or
to remain qualified for participation in
the National Flood Insurance Program
(NFIP).

These modified BFEs, together with
the floodplain management criteria
required by 44 CFR 60.3, are the
minimum that are required. They
should not be construed to mean that
the community must change any
existing ordinances that are more
stringent in their floodplain
management requirements. The
community may at any time enact
stricter requirements of its own or
pursuant to policies established by other
Federal, State, or regional entities.

These modified BFEs are used to meet
the floodplain management
requirements of the NFIP and also are
used to calculate the appropriate flood
insurance premium rates for new
buildings built after these elevations are
made final, and for the contents in those
buildings. The changes in BFEs are in
accordance with 44 CFR 65.4.

National Environmental Policy Act.
This final rule is categorically excluded
from the requirements of 44 CFR part
10, Environmental Consideration. An
environmental impact assessment has
not been prepared.

Regulatory Flexibility Act. As flood
elevation determinations are not within

the scope of the Regulatory Flexibility
Act, 5 U.S.C. 601-612, a regulatory
flexibility analysis is not required.

Regulatory Classification. This final
rule is not a significant regulatory action
under the criteria of section 3(f) of
Executive Order 12866 of September 30,
1993, Regulatory Planning and Review,
58 FR 51735.

Executive Order 13132, Federalism.
This final rule involves no policies that
have federalism implications under
Executive Order 13132, Federalism.

Executive Order 12988, Civil Justice
Reform. This final rule meets the
applicable standards of Executive Order
12988.

List of Subjects in 44 CFR Part 65

Flood insurance, Floodplains,
Reporting and recordkeeping
requirements.

Accordingly, 44 CFR part 65 is
amended to read as follows:

PART 65—[AMENDED]

m 1. The authority citation for part 65
continues to read as follows:

Authority: 42 U.S.C. 4001 et seq.;
Reorganization Plan No. 3 of 1978, 3 CFR,
1978 Comp., p. 329; E.O. 12127, 44 FR 19367,
3 CFR, 1979 Comp., p.376.

§65.4 [Amended]

m 2. The tables published under the
authority of § 65.4 are amended as
follows:

State and county Locatlor'llghd case Dv%%fengort]iirgsvg; gi‘gﬁgﬁggr Chief executive officer of community Effectlv%éi:t}gnof modi- ComNrrcl‘L.mny
Arizona:
Maricopa City of Peoria (10— Oct. 21, 2010, Oct. 28, 2010, | The Honorable Bob Barrett, Mayor, City | October 15, 2010 ........... 040050
(FEMA Dock- 09-1908P). The Arizona Business Ga- of Peoria, 8401 West Monroe Street,
et No.: B— Zette. Peoria, AZ 85345.
1172).
Maricopa Unincorporated Oct. 21, 2010, Oct. 28, 2010, | Mr. Don Stapley, Chairman, Maricopa | October 15, 2010 ........... 040037
(FEMA Dock- areas of Maricopa The Arizona Business Ga- County Board of Supervisors, 301 West
et No.: B- County (10-09— Zette. Jefferson Street, 10th Floor, Phoenix,
1172). 1908P). AZ 850083.
Maricopa Unincorporated Sept. 30, 2010, Oct. 7, 2010, | Mr. Don Stapley, Chairman, Maricopa | February 4, 2011 ............ 040037
(FEMA Dock- areas of Maricopa The Arizona Business Ga- County Board of Supervisors, 301 West
et No.: B— County (10-09— Zette. Jefferson Street, 10th Floor, Phoenix,
1165). 1720P). AZ 850083.
Yavapai (FEMA | City of Prescott (10— | Oct. 8, 2010, Oct. 15, 2010, | The Honorable Marlin Kuykendall, Mayor, | February 14, 2011 .......... 040098
Docket No.: 09-0220P). The Daily Courier. City of Prescott, 201 South Cortez
B-1165). Street, Prescott, AZ 86302.
Yavapai (FEMA | Unincorporated Oct. 8, 2010, Oct. 15, 2010, | Ms. Carol Springer, Chair, Yavapai Coun- | February 14, 2011 .......... 040093
Docket No.: areas of Yavapai The Daily Courier. ty Board of Supervisors, 10 South 6th
B-1165). County (10-09- Street, Cottonwood, AZ 86326.
0220P).
California:
Placer (FEMA City of Rocklin (09— | Oct. 7, 2010, Oct. 14, 2010, | The Honorable George Magnuson, | February 11, 2011 .......... 060242
Docket No.: 09-2897P). The Placer Herald. Mayor, City of Rocklin, 3970 Rocklin
B-1165). Road, Rocklin, CA 95677.
San Diego Unincorporated Oct. 22, 2010, Oct. 29, 2010, | Mr. Bill Horn, Chairman, San Diego Coun- | November 18, 2010 ........ 060284
(FEMA Dock- areas of San The San Diego Transcript. ty Board of Supervisors, 1600 Pacific
et No.: B—- Diego County (10— Highway, San Diego, CA 92101.
1165). 09-2166P).
Colorado:
El Paso (FEMA | City of Colorado Oct. 27, 2010, Nov. 3, 2010, | The Honorable Lionel Riviera, Mayor, City | November 17, 2010 ........ 080060
Docket No.: Springs (10-08— The El Paso County Adver- of Colorado Springs, P.O. Box 1575,
B-1172). 0460P). tiser and News. Colorado Springs, CO 80903.
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Summit (FEMA Unincorporated Nov. 5, 2010, Nov. 12, 2010, | Ms. Karn Stiegelmeier, Chair, Summit | November 29, 2010 ........ 080290
Docket No.: areas of Summit The Summit County Journal. County Board of Commissioners, P.O.
B-1172). County (10-08— Box 68, Breckenridge, CO 80424.
0470P).
Weld (FEMA Town of Firestone Oct. 8, 2010, Oct. 15, 2010, | The Honorable Chad Auer, Mayor, Town | February 14, 2011 .......... 080241
Docket No.: (10-08-0823P). The Greeley Tribune. of Firestone, 151 Grant Avenue, P.O.
B-1172). Box 100, Firestone, CO 80520.
Weld (FEMA Town of Frederick Oct. 8, 2010, Oct. 15, 2010, | The Honorable Eric Doering, Mayor, | February 14, 2011 .......... 080244
Docket No.: (10-08-0823P). The Greeley Tribune. Town of Frederick, 401 Locust Street,
B-1172). P.O. Box 435, Frederick, CO 80530.
Weld (FEMA Unincorporated Oct. 8, 2010, Oct. 15, 2010, | Ms. Barbara Kirkmeyer, Chair, Weld | February 14, 2011 .......... 080266
Docket No.: areas of Weld The Greeley Tribune. County Board of Commissioners, 915
B-1172). County (10-08— 10th Street, P.O. Box 758, Greeley, CO
0823P). 80632.
Florida:
Collier (FEMA City of Marco Island | Nov. 5, 2010, Nov. 12, 2010, | Mr. Frank Recker, Chairman, City of | October 27, 2010 ........... 120426
Docket No.: (10-04-7495P). The Naples Daily News. Marco Island Council, 50 Bald Eagle
B-1172). Drive, Marco Island, FL 34145.
Sarasota (FEMA | City of Sarasota Nov. 5, 2010, Nov. 12, 2010, | The Honorable Kelly M. Kirschner, Mayor, | October 28, 2010 ........... 125150
Docket No.: (10-04-6569P). The Sarasota Herald-Tribune. City of Sarasota, 1565 1st Street,
B-1172). Room 101, Sarasota, FL 34236.
Georgia:
Forsyth (FEMA Unincorporated Oct. 27, 2010, Nov. 3, 2010, | Mr. Brian R. Tam, Chairman, Forsyth | November 17. 2010 ........ 130312
Docket No.: areas of Forsyth The Forsyth County News. County Board of Commissioners, 110
B-1172). County (10-04— East Main Street, Suite 210, Cumming,
6459P). GA 30040.
South Carolina: Dor- | Unincorporated Oct. 8, 2010, Oct. 15, 2010, | Mr. Larry Hargett, Chairman, Dorchester | February 14, 2011 .......... 450068
chester (FEMA areas of Dor- The Post and Courier. County Council, 201 Johnston Street,
Docket No.: B— chester County St. George, SC 29477.
1165). (10-04-6791P).
South Dakota:
Minnehaha City of Hartford (10— | Oct. 8, 2010, Oct. 15, 2010, | The Honorable Paul Zimmer, Mayor, City | February 14, 2011 .......... 460180
(FEMA Dock- 08-0469P). The Argus Leader. of Hartford, 125 North Main Avenue,
et No.: B- Hartford, SD 57033.
1165).
Minnehaha Unincorporated Oct. 8, 2010, Oct. 15, 2010, | Mr. John Pekas, Chairman, Minnehaha | February 14, 2011 .......... 460057
(FEMA Dock- areas of Minne- The Argus Leader. County Board of Commissioners, 415
et No.: B- haha County (10— North Dakota Avenue, 1st Floor, Sioux
1165). 08-0469P). Falls, SD 57104.
Utah:
Utah (FEMA City of Spanish Fork | Oct. 8, 2010, Oct. 15, 2010, | The Honorable G. Wayne Anderson, | February 14, 2011 .......... 490241
Docket No.: (10-08-0282P). The Daily Herald. Mayor, City of Spanish Fork, 40 South
B-1172). Main Street, Spanish Fork, UT 84660.
Utah (FEMA Unincorporated Oct. 8, 2010, Oct. 15, 2010, | Mr. Gary J. Anderson, Chairman, Utah | February 14, 2011 .......... 495517
Docket No.: areas of Utah The Daily Herald. County Board of Commissioners, 100
B-1172). County (10-08— East Center Street, Suite 2300, Provo,
0282P). UT 84606.

(Catalog of Federal Domestic Assistance No.

97.022, “Flood Insurance.”)
Dated: March 30, 2011.

SECURITY

DEPARTMENT OF HOMELAND

DATES: These modified BFEs are

currently in effect on the dates listed in
the table below and revise the Flood

Sandra K. Knight,

Deputy Federal Insurance and Mitigation
Administrator, Mitigation, Department of
Homeland Security, Federal Emergency
Management Agency.

[FR Doc. 2011-8841 Filed 4-12-11; 8:45 am]

BILLING CODE 9110-12-P

Federal Emergency Management
Agency

44 CFR Part 65

[Docket ID FEMA-2011-0002; Internal
Agency Docket No. FEMA-B-1183]

Changes in Flood Elevation
Determinations

AGENCY: Federal Emergency
Management Agency, DHS.

ACTION: Interim rule.

SUMMARY: This interim rule lists
communities where modification of the
Base (1% annual-chance) Flood
Elevations (BFEs) is appropriate because
of new scientific or technical data. New
flood insurance premium rates will be
calculated from the modified BFEs for
new buildings and their contents.

Insurance Rate Maps (FIRMs) in effect
prior to this determination for the listed
communities.

From the date of the second
publication of these changes in a
newspaper of local circulation, any
person has ninety (90) days in which to
request through the community that the
Deputy Federal Insurance and
Mitigation Administrator reconsider the
changes. The modified BFEs may be
changed during the 90-day period.

ADDRESSES: The modified BFEs for each
community are available for inspection
at the office of the Chief Executive
Officer of each community. The
respective addresses are listed in the
table below.

FOR FURTHER INFORMATION CONTACT: Luis
Rodriguez, Chief, Engineering
Management Branch, Federal Insurance
and Mitigation Administration, Federal
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Emergency Management Agency, 500 C
Street, SW., Washington, DC 20472,
(202) 646—4064, or (e-mail)
luis.rodriguez1@dhs.gov.

SUPPLEMENTARY INFORMATION: The
modified BFEs are not listed for each
community in this interim rule.
However, the address of the Chief
Executive Officer of the community
where the modified BFE determinations
are available for inspection is provided.

Any request for reconsideration must
be based on knowledge of changed
conditions or new scientific or technical
data.

The modifications are made pursuant
to section 201 of the Flood Disaster
Protection Act of 1973, 42 U.S.C. 4105,
and are in accordance with the National
Flood Insurance Act of 1968, 42 U.S.C.
4001 et seq., and with 44 CFR part 65.

For rating purposes, the currently
effective community number is shown
and must be used for all new policies
and renewals.

The modified BFEs are the basis for
the floodplain management measures
that the community is required either to
adopt or to show evidence of being
already in effect in order to qualify or
to remain qualified for participation in

the National Flood Insurance Program
(NFIP).

These modified BFEs, together with
the floodplain management criteria
required by 44 CFR 60.3, are the
minimum that are required. They
should not be construed to mean that
the community must change any
existing ordinances that are more
stringent in their floodplain
management requirements. The
community may at any time enact
stricter requirements of its own or
pursuant to policies established by other
Federal, State, or regional entities. The
changes in BFEs are in accordance with
44 CFR 65.4.

National Environmental Policy Act.
This interim rule is categorically
excluded from the requirements of 44
CFR part 10, Environmental
Consideration. An environmental
impact assessment has not been
prepared.

Regulatory Flexibility Act. As flood
elevation determinations are not within
the scope of the Regulatory Flexibility
Act, 5 U.S.C. 601-612, a regulatory
flexibility analysis is not required.

Regulatory Classification. This
interim rule is not a significant
regulatory action under the criteria of

section 3(f) of Executive Order 12866 of
September 30, 1993, Regulatory
Planning and Review, 58 FR 51735.

Executive Order 13132, Federalism.
This interim rule involves no policies
that have federalism implications under
Executive Order 13132, Federalism.

Executive Order 12988, Civil Justice
Reform. This interim rule meets the
applicable standards of Executive Order
12988.

List of Subjects in 44 CFR Part 65

Flood insurance, Floodplains,
Reporting and recordkeeping
requirements.

Accordingly, 44 CFR part 65 is
amended to read as follows:

PART 65—[AMENDED]

m 1. The authority citation for part 65

continues to read as follows:
Authority: 42 U.S.C. 4001 et seq.;

Reorganization Plan No. 3 of 1978, 3 CFR,

1978 Comp., p. 329; E.O. 12127, 44 FR 19367,
3 CFR, 1979 Comp., p. 376.

§65.4 [Amended]

m 2. The tables published under the
authority of § 65.4 are amended as
follows:

State and county Location and case Date and name of newspaper Chief executive Effective date of Community
No. where notice was published officer of community modification No.
lllinois:
McHenry ........... Unincorporated Feb. 7, 2011, Feb. 14, 2011, | Mr. Ken A. Koehler, Chairman, McHenry | June 14, 2011 ............... 170732
areas of McHenry The Northwest Herald. County Board, 2200 North Seminary
County, (10-05— Avenue, Woodstock, IL 60098.
4602P).
Kansas: Johnson ..... City of Overland Jan. 5, 2011, Jan. 12, 2011, | The Honorable Carl Gerlach, Mayor, City | May 12, 2011 ................. 200174
Park (10-07- Sun Publications. of Overland Park, 8500 Santa Fe Drive,
2077P). Overland Park, KS 66212.
Nebraska: Douglas .. | City of Omaha (10— | Jan. 13, 2011, Jan. 20, 2011, | The Honorable Jim Suttle, Mayor, City of | December 30, 2010 ........ 315274
07-2288P). The Daily Record. Omaha, Omaha-Douglas Civic Center,
1819 Farnam Street, Suite 300,
Omaha, NE 68183.
Ohio:
Butler ................ City of Monroe (10— | Feb. 3, 2011, Feb. 10, 2011, | The Honorable Robert E. Routson, | January 24, 2011 .......... 390042
05-4421P). The Middletown Journal. Mayor, City of Monroe, 233 South Main
Street, P.O. Box 330, Monroe, OH
45050.
Franklin ............. Unincorporated Jan. 24, 2011, Jan. 31, 2011, | Mr. John O’Grady, President, Franklin | May 31, 2011 ................ 390167
areas of Franklin The Daily Reporter. County, 373 South High Street, 26th
County (10-05— Floor, Columbus, OH 43215.
2538P).
Rhode Island: Provi- | City of Cranston Feb. 3, 2011, Feb. 10, 2011, | The Honorable Allan Fung, Mayor, City of | January 21, 2011 .......... 445396
dence. (11-01-0960P). The Cranston Herald. Cranston, Cranston City Hall, 869 Park
Avenue, Cranston, RI 02910.
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(Catalog of Federal Domestic Assistance
No. 97.022, “Flood Insurance.”)

Dated: March 7, 2011.
Sandra K. Knight,
Deputy Federal Insurance and Mitigation
Administrator, Mitigation, Department of
Homeland Security, Federal Emergency
Management Agency.
[FR Doc. 2011-8854 Filed 4-12—11; 8:45 am]
BILLING CODE 9110-12-P

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

50 CFR Part 17

[Docket No. FWS—-R9-ES—-2008-0125;
92100-1111-0000-B3]

RIN 1018—-AW09

Endangered and Threatened Wildlife
and Plants; 44 Marine and
Anadromous Taxa: Adding 10 Taxa,
Delisting 1 Taxon, Reclassifying 1
Taxon, and Updating 32 Taxa on the
List of Endangered and Threatened
Wildlife

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Final rule.

SUMMARY: We, the U.S. Fish and
Wildlife Service (Service), are amending
the List of Endangered and Threatened
Wildlife (List) by adding 10 marine taxa,
delisting 1 marine taxon, reclassifying 1
marine taxon, and revising 32 marine
taxa in accordance with the Endangered
Species Act of 1973, as amended (Act).
These amendments are based on
previously published determinations by
the National Marine Fisheries Service
(NMFS) of the National Oceanic and
Atmospheric Administration,
Department of Commerce, which has
jurisdiction for these species.

DATES: This rule is effective April 13,
2011. For applicability date by
individual taxon, see table 1 in
SUPPLEMENTARY INFORMATION.

FOR FURTHER INFORMATION CONTACT:
Michael Franz, 703-358-2171.
SUPPLEMENTARY INFORMATION:

Background

In accordance with the Act (16 U.S.C.
1531 et seq.) and Reorganization Plan
No. 4 of 1970 (35 FR 15627; October 6,
1970), NMFS has jurisdiction over the
marine and anadromous taxa specified
in this rule. Under section 4(a)(2) of the
Act, NMFS must decide whether a
species under its jurisdiction should be
classified as endangered or threatened.
NMFS makes these determinations via
its formal rulemaking process. We, the

Service, are then responsible for
publishing final rules to amend the List
in the Code of Federal Regulations
(CFR) at 50 CFR 17.11(h).

Under section 4(a)(2)(A) of the Act, if
NMFS determines that a species should
be listed as endangered or threatened, or
that a species’ status should be changed
from threatened to endangered, then
NMFS is required to inform the Service
of the status change. The Service is then
responsible for implementing the status
change by publishing a final rule to
amend the List 50 CFR 17.11(h). Under
section 4(a)(2)(B) of the Act, if NMFS
determines that a species should be
removed from the List (delisted), or that
a species’ status should be changed from
an endangered to a threatened species,
then NMFS is required to recommend
the status change to the Service. If the
Service concurs with the recommended
status change, then the Service will
implement the status change by
publishing a final rule to amend the List
50 CFR 17.11(h).

As described below and set forth at
table 1, NMFS has published rules
regarding each of the species mentioned
in this rule. Section 4(a)(2)(A) applies to
all of the rules except that for the
Caribbean monk seal; with respect to
those rules, by publishing this final rule,
we are simply taking the necessary
administrative step to codify these
changes in the CFR. Section 4(a)(2)(B)
applies to the NMFS’s recommendation
to delist the Caribbean monk seal; we
have concurred with NMFS’s
recommendation, and this rule
implements that action.

Listings

We are adding the following ten
species to the List based on NMFS final
rules:

e Coho salmon, Lower Columbia
River evolutionarily significant unit
(ESU), as threatened (70 FR 37160; June
28, 2005);

e Steelhead, Puget Sound distinct
population segment (DPS), as threatened
(72 FR 26722; May 11, 2007);

e Coho salmon, Oregon Coast ESU, as
threatened with critical habitat (73 FR
7816; February 11, 2008);

¢ Beluga whale, Cook Inlet DPS, as
endangered (73 FR 62919; October 22,
2008);

o Black abalone as endangered (74 FR
1937; January 14, 2009);

¢ Bocaccio, Puget Sound/Georgia
Basin DPS, as endangered (75 FR 22276;
April 28, 2010);

e Canary rockfish, Puget Sound/
Georgia Basin DPS, as threatened (75 FR
22276; April 28, 2010);

e Pacific eulachon, Southern DPS, as
threatened (75 FR 13012; March 18,
2010); and

¢ Yelloweyerockfish, Puget Sound/
Georgia Basin DPS, as threatened (75 FR
22276; Apl‘ﬂ 28, 2010);

e Spotted seal, southern DPS, as
threatened (75 FR 65239), with a 4(d)
rule.

Please note: The Oregon Coast coho
salmon ESU was listed on August 10, 1998,
as threatened (63 FR 42587), but in 2001, the
U.S. District Court in Eugene, Oregon, set
aside that listing (AlseaValleyAlliance v.
Evans, 161 F. Supp. 2d 1154, (D. Or. 2001)).
On February 11, 2008, NMFS listed the
Oregon Coast coho salmon ESU as
threatened, issued protective regulations
under section 4(d) of the Act (known as a
4(d) rule), and designated critical habitat (73
FR 7816). As a result of another court
challenge (Douglas County v. Balsiger (Giv.
No. 08—01547; D. Or. 2008), NMFS reached
a settlement with the litigants and agreed to
conduct another status review of the ESU.
After conducting the additional status
review, NMFS proposed to affirm the status
for this ESU by promulgating a rule to
supersede its February 11, 2008, listing
determination (75 FR 29489; May 26, 2010).

Delisting

We are delisting the following species
based on a NMFS final rule:

e Caribbean monk seal (73 FR 63901;
October 28, 2008).

Reclassification

We are reclassifying the following
species based on a NMFS final rule:

e Coho salmon, Central California
Coast ESU, from threatened to
endangered (70 FR 37160; June 28,
2005).

Revisions

We are updating 32 entries on the List
based on NMFS final rules and to make
these entries easier for the public to
identify as follows:

¢ “Common Name” (adding ESU
subtitles) and “Vertebrate population
where endangered or threatened”
updates for 14 salmon ESUs—Chinook
(California coastal, Central Valley
spring-run, Lower Columbia River,
Puget Sound, Sacramento River winter-
run, Snake River fall-run, Snake River
spring/summer, Upper Columbia River
spring-run (as discussed below), and
Upper Willamette), chum (Columbia
River, Hood Canal summer-run), coho
(Central California Coast, Southern
Oregon—Northern California Coast), and
sockeye (Ozette Lake, Snake River)(70
FR 37160; June 28, 2005).

e Common Name” (adding DPS
subtitles) and “Vertebrate population
where endangered or threatened”
updates for 10 steelhead DPSs—
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California Central Valley, Central
California Coast, Lower Columbia River,
Middle Columbia River, Northern
California, Snake River Basin, South—
Central California Coast, Southern
California, Upper Columbia River, and
Upper Willamette River (71 FR 833;

January 5, 2006).

e A status correction from threatened
to endangered for the Upper Columbia
River spring-run Chinook ESU (64 FR
14308, March 24, 1999; and 70 FR
37160, June 28, 2005) (This is the
second change described to the entry for
this species; the first is listed above with
the updates to the 14 salmon ESUs.).

e A new common name (Salmon,
Atlantic, Gulf of Maine DPS) for the
endangered Salmosalar, which is jointly

June 19, 2009).

listed as a DPS by NMFS and the
Service, to make it clearer to the public
and a critical habitat entry (74 FR
29344, June 19, 2009; and 74 FR 29300,

e A right whale taxonomic revision of
March 6, 2008 (73 FR 12024), which is
consistent with the technical revision of
68 FR 17560 (April 10, 2003). We
formally accept the technical revisions
of 68 FR 17560 as of this publication
and revise the North Pacific right whale
to add the critical habitat entry of April
8, 2008 (73 FR 19000).

e A critical habitat entry for the
Southern Resident DPS of killer whale
(71 FR 69054; November 29, 2006),
United States DPS of the smalltooth
sawfish (74 FR 45353; September 2,

2009), elkhorn coral and staghorn coral
(74 FR 72209; November 26, 2008), and
Southern DPS of the North American
green sturgeon (74 FR 52299; October 9,
2009).

e A 4(d) rule entry for Puget Sound
steelhead (73 FR 55451; September 25,
2008), elkhorn and staghorn corals (73
FR 64264; October 29, 2008), and the
Southern DPS of green sturgeon (75 FR
30714; June 2, 2010).

The previous NMFS Federal Register
publications to propose and finalize
listings for these species are in table 1.
In all cases, within the published final
rule, NMFS addressed the public
comments received.

TABLE 1—RULEMAKING ACTIONS BY THE NATIONAL MARINE FISHERIES SERVICE TO ADD MARINE AND ANADROMOUS
SPECIES TO THE LIST OF ENDANGERED AND THREATENED WILDLIFE

Common name

Scientific name

Proposed rule publication
date, action

Final rule publication date,

change in action (If any) Effective date

Lower Columbia River
evolutionarily significant
unit (ESU) of coho salm-
on.

16 ESUs of West Coast
salmon.

10 DPSs of West Coast
steelhead.

Killer whale

Puget Sound distinct pop-
ulation segment (DPS)
of steelhead.

North Atlantic right, North
Pacific right, and South-
ern right whale.

North Pacific right whale ...

Oregon Coast ESU of
coho salmon.

Caribbean monk seal

Cook Inlet DPS of beluga
whale.

Oncorhynchuskisutch

Oncorhynchustshawytscha,
Oncorhynchuskisutch,  Oncorhyn
chusnerka, Oncorhyn-chusketa.

OncorhynchusmykKiss ...........ccc.c.....

Orcinus orca

OncorhynchusmykKiss ......................

Eubalaenaglacialis, Eubalaena ja-
ponica, Eubalaenaaustralis.

Eubalaena japonica

Oncorhynchuskisutch

Monachustropicalis

Delphinapterusleucas

June 14, 2004 (69 FR
33102), to list as threat-
ened.

June 14, 2004 (69 FR
33102), proposed rule
on 27 DPSs of salmon,
including reclassifying
the Central California
Coast ESU of coho
salmon (Oncorhyn-
chuskisutch) from
threatened to endan-
gered.

June 14, 2004 (69 FR
33102), proposed rule
on 10 DPSs of
steelhead, including re-
classifying the Upper
Columbia River DPS
from endangered to
threatened.

June 15, 2006 (71 FR
34571), to designate
critical habitat.

March 29, 2006 (71 FR
15666), to list as threat-
ened.

May 11, 2007 (72 FR
26722), to issue protec-
tive regulations (a 4(d)
rule).

December 27, 2006 (71
FR 77694), taxonomic
revision.

October 29, 2007 (72 FR
61089), to designate
critical habitat.

June 14, 2004 (69 FR
33102), to list as threat-
ened.

June 9, 2008 (73 FR
32521), to delist.

April 20, 2007 (72 FR
19854), to list as en-
dangered.

June 28, 2005 (70 FR
37160).

August 29, 2005.

June 28, 2005 (70 FR
37160), final rule for
listing determinations of
16 ESUs of West Coast
salmon.

August 29, 2005.

January 5, 2006 (71 FR
833), final rule for listing
determinations for 10
DPSs of West Coast
steelhead.

February 6, 2006.

November 29, 2006 (71 December 29,

FR 69054). 2006.

May 11, 2007 (72 FR June 11, 2007.
26722).

September 25, 2008 (73 October 27, 2008.
FR 55451).

March 6, 2008 (73 FR April 7, 2008.
12024).

April 8, 2008 (73 FR May 8, 2008.
19000).

February 11, 2008 (73 FR | May 12, 2008.
7816).

October 28, 2008 (73 FR | October 28, 2008.
63901).

October 22, 2008 (73 FR | December 22,
62919). 2008.
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TABLE 1—RULEMAKING ACTIONS BY THE NATIONAL MARINE FISHERIES SERVICE TO ADD MARINE AND ANADROMOUS
SPECIES TO THE LIST OF ENDANGERED AND THREATENED WILDLIFE—Continued

Final rule publication date,
change in action (If any)

Effective date

P Proposed rule publication
Common name Scientific name P date, et
Elkhorn and staghorn cor- | Acroporapalmata, December 14, 2007 (72
als. Acroporacervicornis. FR 71102), to issue
protective regulations (a
4(d) rule).
February 6, 2008 (73 FR
6895), to designate crit-
ical habitat.

Black abalone ................... Haliotiscracherodii  ..............c...c........ January 11, 2008 (73 FR
1986), to list as endan-
gered.

Atlantic salmon (Gulf of Salmosalar ..........c.ccccoceveiiniininennne. September 3, 2008 (73

Maine DPS). FR 51415), to list a dis-
tinct population seg-
ment (DPS) as endan-
gered.

September 5, 2008 (73
FR 51747), to des-
ignate critical habitat.

Smalltooth sawfish (United | Pristispectinata .............ccccooeeeeennee. November 20, 2008 (73
States DPS). FR 70290), to des-

ignate critical habitat.

North American green Acipensermedirostris ............c.c..... September 8, 2008 (73
sturgeon (Southern FR 52084), to des-
DPS). ignate critical habitat.

May 21, 2009 (74 FR
23822), to issue protec-
tive regulations (a 4(d)
rule).

Eulachon, Pacific (South- Thaleichthyspacificus ............c...c...... March 13, 2009 (74 FR
ern DPS). 10857) to list as threat-

ened.

Yelloweye rockfish, canary | Sebastesruberrimus April 23, 2009 (74 FR
rockfish, bocaccio Sebastespinniger 18516), to list as en-
(Puget Sound/Georgia Sebastespaucispinis. dangered or threatened.
Basin DPS),

Spotted seal (southern Phocalargha .............ccccocviiincnnnnn. October 20, 2009 (74 FR
DPS). 53685), to list as threat-

ened, with 4(d) rule.

October 29, 2008 (73 FR
64264).

November 26, 2008 (73
FR 72210).

January 14, 2009 (74 FR
1937).

DPS—June 19, 2009 (74
FR 29344).

Critical habitat—June 19,
2009 (74 FR 29300).

September 2, 2009 (74
FR 45353).

October 9, 2009 (74 FR
52300).

June 2, 2010 (75 FR
30714).

March 18, 2010 (75 FR
13012).

April 28, 2010 (75 FR
22276).

October 25, 2010 (75 FR
65239).

November 28,
2008.

December 26,
2008.

February 13, 2009.

July 20, 2009.

July 20, 2009.

October 2, 2009.

November 9, 2009.

July 2, 2010.

May 17, 2010.

July 27, 2010.

November 22,
2010.

Administrative Procedure Act

Because NMFS provided a public
comment period on each of the
proposed rules for these taxa, we find
good cause that the notice and public
comment procedures of 5 U.S.C. 553(b)
are unnecessary for this action. We also
find good cause under 5 U.S.C. 553(d)(3)
to make this rule effective immediately
upon publication. The NMFS rules
extended protection under the Act to
these species and listed them in 50 CFR
parts 223 and 224 or designated critical
habitat under 50 CFR part 226; this rule
is an administrative action to add the
species to or update their status on the
List in 50 CFR 17.11(h). The public
would not be served by delaying the
effective date of this rulemaking action.

Required Determinations
National Environmental Policy Act

We have determined that an
environmental assessment, as defined
under the authority of the National

Environmental Policy Act of 1969, need
not be prepared in connection with
regulations adopted pursuant to section
4(a) of the Act. We outlined our reasons
for this determination in the Federal
Register on October 25, 1983 (48 FR
49244).

Paperwork Reduction Act

We have examined this regulation
under the Paperwork Reduction Act of
1995 and found it to contain no
information collection requirements. We
may not conduct or sponsor, and you
are not required to respond to, a
collection of information unless it
displays a currently valid Office of
Management and Budget (OMB) control
number.

List of Subjects in 50 CFR Part 17

Endangered and threatened species,
Exports, Imports, Reporting and
recordkeeping requirements,
Transportation.

Regulation Promulgation

Accordingly, we amend part 17,
subchapter B of chapter I, title 50 of the
Code of Federal Regulations, as set forth

below:

PART 17—[AMENDED]

m 1. The authority citation for part 17
continues to read as follows:
Authority: 16 U.S.C. 1361-1407; 16 U.S.C.

1531-1544; 16 U.S.C. 4201-4245; Pub. L. 99—
625, 100 Stat. 3500; unless otherwise noted.

§17.11 [Amended]

m 2. Amend §17.11(h) by:

m a. Removing the entry under
MAMMALS for “Seal, Caribbean monk”;
m b. Revising the entries under
MAMMALS for “Whale, killer” and
“Whale, North Pacific right”; under

FISHES for

e “Salmon, Atlantic (Gulf of Maine

DPS)”,

e “Salmon, Chinook (California

Coastal ESU)”,
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¢ “Salmon, Chinook (Central Valley
spring-run ESU)”,

e “Salmon, Chinook (Lower Columbia
River ESU)”,

e “Salmon, Chinook (Puget Sound
ESU)”,

e “Salmon, Chinook (Sacramento
River winter-run ESU)”,

e “Salmon, Chinook (Snake River fall-
run ESU)”,

e “Salmon, Chinook (Snake River
spring/summer-run ESU)”,

e “Salmon, Chinook (Upper Columbia
spring-run ESU)”,

e “Salmon Chinook (Upper
Willamette River ESU)”,

e “Salmon, chum (Columbia River
ESU)”,

e “Salmon, chum (Hood Canal
summer-run ESU)”,

e “Salmon, coho (Central California
Coast ESU)”,

¢ “Salmon, coho (Southern Oregon—
northern California Coast ESU)”,

¢ “Salmon, sockeye (Ozette Lake
ESU)”,

e “Salmon, sockeye (Snake River
ESU)”,

e “Sawfish, smalltooth (United States
DPS)”,

e “Steelhead (California Central
Valley DPS)”,

o “Steelhead (Central California Coast
DPS)”,

e “Steelhead (Lower Columbia River
DPS)”,

e “Steelhead (Middle Columbia River
DPS)”,

e “Steelhead (Northern California
DPS)”,

e “Steelhead (Snake River Basin
DPS)”,

e “Steelhead (South Central
California Coast DPS)”,

e “Steelhead (Southern California
DPS)”,

e “Steelhead (Upper Columbia River
DPS)”,

e “Steelhead (Upper Willamette River
DPS)”, and

e “Sturgeon, North American green
(Southern DPS); and under CORALS for
“Coral, elkhorn” and “Coral, staghorn”;
and
m c. Adding entries in alphabetic order
under MAMMALS for “Seal, spotted
(Southern DPS)”, “Whale, beluga (Cook
Inlet DPS)”; under FISHES for

¢ “Bocaccio (Puget Sound/Georgia
Basin DPS)”,

e “Eulachon, Pacific (Southern DPS)”,

e “Rockfish, canary (Puget Sound/
Georgia Basin DPS)”,

e “Rockfish, yelloweye (Puget Sound/
Georgia Basin DPS)”,

e “Salmon, coho (Lower Columbia
River ESU)”,

¢ “Salmon, coho (Oregon Coast
ESU)”, and

e “Steelhead (Puget Sound DPS)”;

and under SNAILSfor “Abalone, black”
to read as set forth below:

Species

Historic Vertebrate population where endan- Status When Critical Special
Common name Scientific name range gered or threatened listed habitat rules
MAMMALS
Seal, spotted Phocalargha ...................... Pacific Ocean; Sea of Southern DPS—all breeding popu- T 776 NA 223.211
(southern Japan and northern lations of spotted seals south of
DPS). Yellow Sea. 43 degrees north latitude in the
Pacific Ocean.
Whale, beluga  Delphinapterusleucas ....... Oceanic; Cook Inlet, Cook Inlet DPS—Cook Inlet, Alaska E 776 NA NA
(Cook Inlet northern Gulf of Alas-
DPS). ka.
Whale, killer Orcinus orca ................... Pacific Ocean ............... Southern Resident DPS, which E 756 226.206 NA
(Southern consists of whales from the J, K,
Resident and L pods, wherever they are
DPS). found in the wild.
Whale, North Eubalaena japonica .......... 0OCeaniC .....cceeerveuereenens Entire ..o E 3 226.215 NA
Pacific right.
FISHES
Bocaccio Sebastespaucispinis ......... Pacific coast from Puget Sound-Georgia Basin E 776 NA NA
(Puget Punta Blanca, Baja DPS—U.S.A. (WA) and British
Sound-Geor- California, to the Gulf Columbia, including Puget Sound
gia Basin of Alaska off Krozoff and Georgia Basin.
DPS). and Kodiak Islands.
Eulachon, Pa- Thaleichthyspacificus ........ Eastern Pacific Ocean,  Southern DPS—Populations T 776 NA NA
cific (South- from northern Cali- spawning from the Skeena River
ern DPS). fornia to south- in British Columbia (inclusive)
western Alaska and south to the Mad River in North-
into the southeastern ern California (inclusive), wher-
Bering Sea. ever found.
Rockfish, ca- Sebastespinniger .............. Pacific coast from Puget Sound-Georgia Basin T 776 NA NA
nary (Puget Punta Colnett, Baja DPS—U.S.A. (WA) and British
Sound-Geor- California, to the Columbia, including Puget Sound
gia Basin Western Gulf of Alas- and Georgia Basin.

DPS). ka.
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Rockfish, Sebastesruberrimus .......... Pacific coast from Puget Sound-Georgia Basin NA NA
yelloweye northern Baja Cali- DPS—U.S.A. (WA) and British
(Puget fornia to the Aleutian Columbia, including Puget Sound
Sound-Geor- Islands, Alaska. and Georgia Basin.
gia Basin
DPS).
Salmon, Atlan-  Salmosalar ........................ U.S.A, Canada, Green- Gulf of Maine DPS—U.S.A. (ME), 226.217 NA
tic (Gulf of land, western Europe. which includes all naturally repro-
Maine DPS). ducing populations and those
river-specific  hatchery  popu-
lations cultured from them.
Salmon, Chi- Oncorhynchustshawytscha North America from California Coastal ESU—U.S.A. 226.211 NA
nook (Cali- Ventura River in Cali- (CA), including all naturally
fornia Coast- fornia to Point Hope, spawned populations of Chinook
al ESU). Alaska, and the Mac- salmon from rivers and streams
kenzie River area in south of the Klamath River to the
Canada; northeast Russian River, California, as well
Asia from Hokkaido, as seven artificial propagation
Japan, to the Anadyr programs: See 223.102.
River, Russia.
Salmon, Chi- Oncorhynchustshawytscha North America from Central Valley spring-run ESU— 226.211 NA
nook (Central Ventura River in Cali- U.S.A. (CA), including all natu-
Valley spring- fornia to Point Hope, rally spawned populations of
run ESU). Alaska, and the Mac- spring-run Chinook salmon in the
kenzie River area in Sacramento River and its tribu-
Canada; northeast taries in California, including the
Asia from Hokkaido, Feather River, as well as the
Japan, to the Anadyr Feather River Hatchery spring-
River, Russia. run Chinook program.
Salmon, Chi- Oncorhynchustshawytscha North America from Lower Columbia River ESU— 226.212 223.203
nook (Lower Ventura River in Cali- U.S.A. (OR, WA), including all
Columbia fornia to Point Hope, naturally spawned populations of
River ESU). Alaska, and the Mac- Chinook salmon from the Colum-
kenzie River area in bia River and its tributaries from
Canada; northeast its mouth at the Pacific Ocean
Asia from Hokkaido, upstream to a transitional point
Japan, to the Anadyr between Washington and Oregon
River, Russia. east of the Hood River and the
White Salmon River, and in-
cludes the Willamette River to
Willamette Falls, Oregon, exclu-
sive of spring-run Chinook salm-
on in the Clackamas River, as
well as 17 artificial propagation
programs: See 223.102.
Salmon, Chi- Oncorhynchustshawytscha North America from Puget Sound ESU—U.S.A. (WA), 226.212 223.203
nook (Puget Ventura River in Cali- including all naturally spawned
Sound ESU). fornia to Point Hope, populations of Chinook salmon
Alaska, and the Mac- from rivers and streams flowing
kenzie River area in into Puget Sound including the
Canada; northeast Straits of Juan De Fuca from the
Asia from Hokkaido, Elwha River, eastward, including
Japan, to the Anadyr rivers and streams flowing into
River, Russia. Hood Canal, South Sound, North
Sound and the Strait of Georgia
in Washington, as well as 26 arti-
ficial propagation programs: See
223.102.
Salmon, Chi- Oncorhynchustshawytscha North America from Sacramento River winter-run 226.204 NA
nook (Sac- Ventura River in Cali- ESU—U.S.A. (CA), including all
ramento fornia to Point Hope, naturally spawned populations of
River winter- Alaska, and the Mac- winter-run Chinook salmon in the
run ESU). kenzie River area in Sacramento River and its tribu-
Canada; northeast taries in California, as well as two
Asia from Hokkaido, artificial propagation programs:
Japan, to the Anadyr See 224.101(a).
River, Russia.
Salmon, Chi- Oncorhynchustshawytscha North America from Snake River fall-run ESU—U.S.A. 226.205 NA
nook (Snake Ventura River in Cali- (ID, OR, WA), including all natu-
River fall fornia to Point Hope, rally spawned populations of fall-
ESU). Alaska, and the Mac- run Chinook salmon in the

kenzie River area in
Canada; northeast
Asia from Hokkaido,
Japan, to the Anadyr
River, Russia.

mainstem Snake River below
Hells Canyon Dam, and in the
Tucannon River, Grande Ronde
River, Imnaha River, Salmon
River, and Clearwater River, as
well as four artificial propagation
programs: See 223.102.
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Salmon, Chi- Oncorhynchustshawytscha North America from Snake River spring/summer-run T 516, 557E 226.205 NA
nook (Snake Ventura River in Cali- ESU—U.S.A. (ID, OR, WA), in-
River spring/ fornia to Point Hope, cluding all naturally spawned
summer-run Alaska, and the Mac- populations of spring/summer-run
ESU). kenzie River area in Chinook salmon in the mainstem
Canada; northeast Snake River and the Tucannon
Asia from Hokkaido, River, Grande Ronde River,
Japan, to the Anadyr Imnaha River, and Salmon River
River, Russia. subbasins, as well as 15 artificial
propagation  programs:  See
223.102.
Salmon, Chi- Oncorhynchustshawytscha North America from Upper Columbia spring-run ESU— E 664 226.212 NA
nook (Upper Ventura River in Cali- U.S.A. (WA), including all natu-
Columbia fornia to Point Hope, rally spawned populations of Chi-
spring-run Alaska, and the Mac- nook salmon in all river reaches
ESU). kenzie River area in accessible to Chinook salmon in
Canada; northeast Columbia River tributaries up-
Asia from Hokkaido, stream of the Rock Island Dam
Japan, to the Anadyr and downstream of Chief Joseph
River, Russia. Dam in Washington (excluding
the Okanogan River), the Colum-
bia River from a straight line con-
necting the west end of the
Clatsop jetty (south jetty, Oregon
side) and the west end of the
Peacock jetty (north jetty, Wash-
ington side) upstream to Chief
Joseph Dam in Washington, as
well as six artificial propagation
programs: See 224.101(a).
Salmon, Chi- Oncorhynchustshawytscha North America from Upper Willamette River ESU— T 664 226.212 223.203
nook (Upper Ventura River in Cali- U.S.A. (OR), including all natu-
Willamette fornia to Point Hope, rally spawned populations of
River ESU). Alaska, and the Mac- spring-run Chinook salmon in the
kenzie River area in Clackamas River and in the Wil-
Canada; northeast lamette River, and its tributaries,
Asia from Hokkaido, above Willamette Falls, Oregon,
Japan, to the Anadyr as well as seven artificial propa-
River, Russia. gation programs: See 223.102.
Salmon, chum  Oncorhynchusketa North Pacific Rim from  Columbia River ESU—U.S.A. (OR, T 664 226.212 223.203
(Columbia Korea and the Japa- WA), including all naturally
River ESU). nese Island of spawned populations of chum
Honshu east to Mon- salmon in the Columbia River
terey Bay, California; and its tributaries in Washington
Arctic Ocean from and Oregon, as well as three arti-
the Laptev Sea in ficial propagation programs: See
Russia to Mackenzie 223.102.
River in Canada.
Salmon, chum Oncorhynchusketa ............ North Pacific Rim from  Hood Canal summer-run ESU— T 664 226.212 223.203
(Hood Canal Korea and the Japa- U.S.A. (WA), including all natu-
summer-run nese Island of rally spawned populations of
ESU). Honshu east to Mon- summer-run chum salmon in
terey Bay, California; Hood Canal and its tributaries as
Arctic Ocean from well as populations in Olympic
the Laptev Sea in Peninsula rivers between Hood
Russia to Mackenzie Canal and Dungeness Bay,
River in Canada. Washington, as well as eight arti-
ficial propagation programs: See
223.102.
Salmon, coho Oncorhynchuskisutch ....... North Pacific Basin Central California Coast ESU— E 598 226.210 NA

(Central Cali-
fornia Coast
ESU).

from U.S.A. (CA to
AK) to Russia and
Japan.

U.S.A. (CA), including all natu-
rally spawned populations of
coho salmon from Punta Gorda
in northern California south to
and including the San Lorenzo
River in central California, as well
as populations in tributaries to
San Francisco Bay, excluding the
Sacramento—-San Joaquin River
system, as well as four artificial
propagation  programs:  See
224.101(a).
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Salmon, coho Oncorhynchuskisutch ....... North Pacific Basin Lower Columbia River ESU— T 776 NA NA
(Lower Co- from U.S.A. (CA to U.S.A. (OR, WA), including all
lumbia River AK) to Russia and naturally spawned populations of
ESU). Japan. coho salmon in the Columbia
River and its tributaries in Wash-
ington and Oregon, from the
mouth of the Columbia up to and
including the Big White Salmon
and Hood Rivers, and includes
the Willamette River to Willam-
ette Falls, Oregon, as well as 25
artificial propagation programs:
See 223.102.
Salmon, coho Oncorhynchuskisutch ....... North Pacific Basin Oregon Coast ESU—U.S.A. (OR), T 776 226.212 223.203
(Oregon from U.S.A. (CA to all naturally spawned populations
Coast ESU). AK) to Russia and of coho salmon in Oregon coast-
Japan. al streams south of the Columbia
River and north of Cape Blanco,
including the Cow Creek (Oregon
Department of Fish and Wildlife
stock #37) coho hatchery pro-
gram.
Salmon, coho Oncorhynchuskisutch ....... North Pacific Basin Southern  Oregon-Northern  Cali- T 618 226.210 NA
(Southern from U.S.A. (CA to fornia Coast ESU—U.S.A. (CA,
Oregon— AK) to Russia and OR), including all naturally
Northern Japan. spawned populations of coho
California salmon in coastal streams be-
Coast ESU). tween Cape Blanco, Oregon, and
Punta Gorda, California, as well
as three artificial propagation pro-
grams: See 223.102.
Salmon, sock-  Oncorhynchusnerka .......... North Pacific Basin Ozette Lake ESU—U.S.A. (WA), in- T 664 226.212 223.203
eye (Ozette from U.S.A. (CA) to cluding all naturally spawned
Lake ESU). Russia. populations of sockeye salmon in
Ozette Lake and streams and
tributaries  flowing into Ozette
Lake, Washington, as well as two
artificial propagation programs:
See 223.102.
Salmon, sock-  Oncorhynchusnerka .......... North Pacific Basin Snake River ESU—U.S.A. (ID), in- E 455 226.205 NA
eye (Snake from U.S.A. (CA) to cluding all anadromous and re-
River ESU). Russia. sidual sockeye salmon from the
Snake River Basin, Idaho, as
well as artificially propagated
sockeye salmon from the Redfish
Lake captive propagation pro-
gram.
Sawfish, Pristispectinata ................. North Atlantic (Medi- United States, DPS, Gulf of Mexico E 748 226.218 NA
smalltooth terranean, U.S. Atlan- from Texas to Florida and along
(United tic and Gulf of Mex- the east coast from Florida to
States DPS). ico) and the South- Cape Hatteras.
west Atlantic.
Steelhead Oncorhynchusmykiss ........ North Pacific Ocean California Central Valley DPS— T 638 226.211 223.203
(California from the Kamchatka U.S.A. (CA), including all natu-
Central Val- Peninsula in Asia to rally spawned anadromous O.
ley DPS). the northern Baja Pe- mykisssteelhead populations

ninsula.

below natural and manmade im-
passable barriers in the Sac-
ramento and San Joaquin Rivers
and their tributaries, excluding
steelnead from San Francisco
and San Pablo Bays and their
tributaries. It also includes
steelhead from the Coleman Na-
tional Fish Hatchery and Feather
River Hatchery programs.
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Species Historic

Common name

Scientific name range

Vertebrate population where endan-
gered or threatened

Status

When
listed

Critical
habitat

Special
rules

Steelhead
(Central Cali-
fornia Coast
DPS).

Steelhead
(Lower Co-
lumbia River
DPS).

Steelhead (Mid-
dle Columbia
River DPS).

Steelhead
(Northern
California
DPS).

North Pacific Ocean
from the Kamchatka
Peninsula in Asia to
the northern Baja Pe-
ninsula.

Oncorhynchusmykiss ........

North Pacific Ocean
from the Kamchatka
Peninsula in Asia to
the northern Baja Pe-
ninsula.

Oncorhynchusmykiss ........

North Pacific Ocean
from the Kamchatka
Peninsula in Asia to
the northern Baja Pe-
ninsula.

Oncorhynchusmykiss ........

North Pacific Ocean
from the Kamchatka
Peninsula in Asia to
the northern
Baja Peninsula.

Oncorhynchusmykiss ........

Central California Coast DPS—
U.S.A. (CA), including all natu-
rally spawned anadromous O.
mykiss (steelhead) populations
below natural and manmade im-
passable barriers in California
streams from the Russian River
(inclusive) to Aptos Creek (inclu-
sive), and the drainages of San
Francisco and San Pablo Bays
eastward to Chipps Island at the
confluence of the Sacramento
and San Joaquin Rivers. Tribu-
tary streams to Suisun Marsh in-
cluding Suisun Creek, Green Val-
ley Creek, and anunnamed tribu-
tary to Cordelia Slough (com-
monly referred to as Red Top
Creek), excluding the Sac-
ramento-San  Joaquin  River
Basin, It also includes steelhead
from the Don Clausen Fish
Hatchery and Kingfisher Flat
Hatchery—Scott Creek (Monterey
Bay Salmon and Trout Project)
programs.

Lower Columbia River DPS—
U.S.A. (OR, WA), including all
naturally spawned anadromous
O. mykiss (steelhead) popu-
lations below natural and man-
made impassable barriers in
streams and tributaries to the Co-
lumbia River between the Cowlitz
and Wind Rivers, Washington, in-
clusive, and the Willamette and
Hood Rivers, Oregon, inclusive. It
also includes steelhead from 10
artificial propagation programs:
See 223.102.

Middle Columbia River DPS—
U.S.A. (OR, WA), including all
naturally spawned anadromous
O. mykiss (steelhead) popu-
lations below natural and man-
made impassable barriers in
streams from above the Wind
River, Washington, and the Hood
River, Oregon (exclusive), up-
stream to, and including, the
Yakima River, Washington, ex-
cluding O. mykiss from the
Snake River Basin. It also in-
cludes steelhead from seven arti-
ficial propagation programs: See
223.102.

Northern California DPS—U.S.A.
(CA), including all naturally
spawned anadromous O. mykiss
(steelhead) populations below
natural and manmade impass-
able barriers in California coastal
river basins from Redwood Creek
southward to, but not including,
the Russian River. It also in-
cludes steelhead from the Yager
Creek Hatchery, and North Fork
Gualala River Hatchery (Gualala
River Steelhead Project) hatchery
programs.

638

638

664

701

226.211

226.212

226.212

226.211

223.203

223.203

223.203

NA
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Common name

Scientific name range

Vertebrate population where endan-
gered or threatened

Status

When
listed

Critical
habitat

Special
rules

Steelhead
(Puget
Sound DPS).

Steelhead
(Snake River
Basin DPS).

Steelhead
(South Cen-
tral California
Coast DPS).

Steelhead
(Southern
California
DPS).

Steelhead
(Upper Co-
lumbia River
DPS).

Steelhead
(Upper Wil-
lamette River
DPS).

Sturgeon, North
American
green
(Southern
DPS).

SNAILS

North Pacific Ocean
from the Kamchatka
Peninsula in Asia to
the northern Baja Pe-
ninsula.

Oncorhynchusmykiss ........

North Pacific Ocean
from the Kamchatka
Peninsula in Asia to
the northern Baja Pe-
ninsula.

Oncorhynchusmykiss ........

North Pacific Ocean
from the Kamchatka
Peninsula in Asia to
the northern Baja Pe-
ninsula.

Oncorhynchusmykiss ........

North Pacific Ocean
from the Kamchatka
Peninsula in Asia to
the northern Baja Pe-
ninsula.

Oncorhynchusmykiss ........

North Pacific Ocean
from the Kamchatka
Peninsula in Asia to
the northern Baja Pe-
ninsula.

Oncorhynchusmykiss ........

North Pacific Ocean
from the Kamchatka
Peninsula in Asia to
the northern Baja Pe-
ninsula.

Oncorhynchusmykiss ........

* * *

Acipensermedirostris ........

Puget Sound DPS—U.S.A. (WA),
including all naturally spawned
anadromous 0. mykiss
(steelhead) populations, from
streams in the river basins of the
Strait of Juan de Fuca, Puget
Sound, and Hood Canal, Wash-
ington, bounded to the west by
the Elwha River (inclusive) and to
the north by the Nooksack River
and Dakota Creek (inclusive), as
well as the Green River natural
and HammaHamma winter-run
steelhead hatchery stocks.

Snake River Basin DPS—U.S.A.
(ID, OR, WA), including all natu-
rally spawned anadromous O.
mykiss (steelhead) populations
below natural and manmade im-
passable barriers in streams in
the Snake River Basin of south-
east Washington, northeast Or-
egon, and Idaho. It also includes
steelhead from six artificial prop-
agation programs: See 223.102.

South Central California Coast
DPS—U.S.A. (CA), including all
naturally spawned anadromous
O. mykiss (steelhead) popu-
lations below natural and man-
made impassable barriers in
streams from the Pajaro River
(inclusive), to (but not including)
the Santa Maria River, California.

Southern California  DPS—U.S.A.
(CA), including all naturally
spawned anadromous O. mykiss
(steelhead) populations below
natural and manmade impass-
able barriers in streams from the
Santa Maria River, San Luis
Obispo County, California, (inclu-
sive) to the U.S.—Mexico border.

Upper Columbia River DPS—
U.S.A. (WA), including all natu-
rally spawned anadromous O.
mykiss (steelhead) populations
below natural and manmade im-
passable barriers in streams in
the Columbia River Basin up-
stream from the Yakima River,
Washington, to the U.S.—Canada
border, as well as six artificial
propagation  programs:  See
223.102.

Upper Willamette River DPS—
U.S.A. (OR), including all natu-
rally spawned anadromous O.
mykiss (steelhead) populations
below natural and manmade im-
passable barriers in the Willam-
ette River, Oregon, and its tribu-
taries upstream from Willamette
Falls to the Calapooia River, in-
clusive.

* *

Southern DPS—U.S.A. (CA), which
includes all spawning populations
south of the Eel River (exclu-
sive), principally including the
Sacramento River spawning pop-
ulation.

* *

776

638

638

638

638

664

756

NA

226.212

226.211

226.211

226.212

226.212

*

226.219

223.203

223.203

223.203

NA

NA

223.203

223.210
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Abalone, Black  Haliotiscracherodii ............ North America (West NA e E 776 NA NA
coast from Crescent
City, CA, USA, to
Cape San Lucas,
Baja California, Mex-
ico.
CORALS
Coral, elkhorn Acroporapalmata .... U.S.A. (FL, PR, VI, NA ... T 756 226.216 223.208
Navassa); and wider
Caribbean—Belize,
Colombia, Costa
Rica, Guatemala,
Honduras, Mexico,
Nicaragua, Panama,
Venezuela, and all
the islands of the
West Indies.
Coral, staghorn  Acroporacervicornis .......... U.S.A. (FL, PR, VI, NA T 756 226.216 223.208

Navassa); and wider
Caribbean—Belize,
Colombia, Costa
Rica, Guatemala,
Honduras, Mexico,
Nicaragua, Panama,
Venezuela, and all
the islands of the
West Indies.

Dated: February 10, 2011.
Rowan W. Gould,

Acting Director, U.S. Fish and Wildlife

Service.

[FR Doc. 2011-8822 Filed 4-12—11; 8:45 am]

BILLING CODE P
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

2 CFR Chapters Il and XXX
5 CFR Chapter XLV

21 CFR Chapter |

25 CFR Chapter V

42 CFR Chapters I, IV and V

45 CFR Subtitle A and Chapters Il I,
v, X, Xl

48 CFR Chapter 3

HHS Plan for Retrospective Review
Under Executive Order 13563

AGENCY: Department of Health and
Human Services.

ACTION: Notice; request for information.

SUMMARY: In accordance with Executive
Order 13563, “Improving Regulation and
Regulatory Review,” the Department of
Health and Human Services (HHS) seeks
comment from interested parties to
assist in the development of its
preliminary plan to review existing
regulations. The purpose of the plan is
to establish a process by which HHS can
determine whether any such regulations
should be modified, streamlined,
expanded, or repealed so as to make
HHS’s regulatory program more
effective or less burdensome in
achieving its regulatory objectives.

DATES: Submit electronic or written
comments on this notice by May 12,
2011.

Instructions: All submissions received
must include the Agency name HHS—
ES-2011-001 for this notice. All
comments received may be posted
without change to http://
www.regulations.gov, including any
personal information provided.

ADDRESSES: You may submit comments,
identified by HHS-ES-2011-001 by any
of the following methods:

Electronic Submissions

Submit electronic comments in the
following way:

Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.
HHS will post all comments received
before the close of the comment period
as soon as possible after they have been
received:

Written Submissions

Submit written submissions in the
following ways:

FAX:(202) 690-7203.

Muail/Hand delivery/Courier (for
paper, disk, or CD-ROM submissions):
200 Independence Avenue, SW., Room
639G, Washington, DC 20201.

FOR FURTHER INFORMATION CONTACT:
Oliver Potts at (202) 690-6392.
SUPPLEMENTARY INFORMATION:

On January 18, 2011, President
Obama issued Executive Order 13563 to
improve regulation and regulatory
review by requiring Federal agencies to
design cost effective, evidence-based
regulations that are compatible with
economic growth, job creation, and
competitiveness, and which rely on the
best, most innovative, and least
burdensome tools to achieve regulatory
ends. To meet that objective, the
President directs each Executive Branch
agency to consider how best to promote
periodic retrospective review of existing
significant rules to determine if they are
outmoded, ineffective, insufficient, or
excessively burdensome. Each agency is
to develop and submit to the Office of
Management and Budget’s Office of
Information and Regulatory Affairs a
preliminary plan under which the
agency will periodically review existing
rules to determine whether any such
regulations should be modified,
streamlined, expanded, or repealed.

Background

HHS is the Federal Government’s
principal agency charged with
protecting the health of all Americans
and providing essential human services.
HHS'’ responsibilities include: Medicare,
Medicaid, increasing access to care and
insurance coverage, support for public
health preparedness and emergency
response, biomedical research,
substance abuse and mental health
treatment and prevention, assurance of
safe and effective drugs and other
medical products, protection of our

Nation’s food supply, assistance to low
income families, the Head Start
program, services to older Americans,
and direct health services delivery. HHS
is comprised of 18 staff divisions and 12
operating divisions, many of which
have responsibility for promulgating
regulations pursuant to HHS’s statutory
authority. Although many components
of HHS, currently conduct periodic
retrospective reviews, until now there
has been no single HHS-wide plan for
ongoing review of HHS regulations.
HHS’s goal is to establish a robust and
resilient framework for each HHS
agency to undertake a periodic
thoughtful analysis of its significant
existing regulations, resulting in a more
streamlined, flexible, less burdensome
regulatory structure. HHS seeks
comments from the public on various
aspects of the framework that might be
considered as HHS develops its plan.

Request for Information

HHS has determined that the plan
called for by the President should reflect
HHS’s overall approach to regulatory
review, leaving implementation of that
plan to each individual regulatory
agency. Accordingly, HHS solicits
comments on the following elements to
be included in its preliminary plan:

¢ Schedule for Ongoing Review—The
public is first asked to comment on how
HHS should determine a schedule for
review. Understanding that an effective
review process can be time consuming,
comments might address how best to
schedule periodic reviews that will be
meaningful, yet not unduly burden
individual agencies within HHS, or how
best to integrate mandatory reviews of
HHS regulations—for example, reviews
of regulations at least every ten years
that have a significant economic impact
on a substantial number of small
businesses as required by the Regulatory
Flexibility Act; annual reviews of
hospital, physician, nursing facility,
dialysis facility, and other provider
payment rules setting reimbursement
rates under Medicare for each fiscal
year; or reviews every five years of
regulations establishing relative value
units for health care provider activities
for Medicare reimbursement purposes—
with the retrospective reviews called for
under the new Executive Order.

¢ Process for Setting Priorities—HHS
solicits comments about factors it
should consider and the process it
should use in setting priorities and
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selecting rules for review. For example,
should the amount of time a regulation
is in effect be criteria for review? If so,
how much time should that be? Should
HHS involve outside experts in setting
its review priorities? What metrics
should HHS use to evaluate regulations
after they have been implemented? For
example, should review be limited to
rules based on their projected or actual
impact?

e Public Participation—HHS solicits
comments on ways to further engage
and increase public comment in its
rulemaking. Comments might suggest
ways to improve HHS’ continuing
efforts to use online technologies to
facilitate greater participation in the
rulemaking process, particularly social
media and regulations.gov. Comments
might also suggest ways to increase
open exchanges of information by
interested parties, or ways to allow
interested parties the opportunity to
react to (and benefit from) the
comments, arguments, and information
of others during the rulemaking process.
HHS also welcomes comments on how
it can remain informed on new
technologies, events or processes that
may render significant rules potentially
obsolete, outdated, or require
modification.

¢ Analysis of Costs and Benefits—
HHS invites public comment on how it
ought to develop its analysis of costs
and benefits of those rules under
consideration for retrospective review.
The metrics used to assess costs and
benefits at the time a rule is
promulgated are likely to be different
from those available or necessary to
assess costs and benefits of a rule in its
present form. Comments might usefully
address data sources that will help
assess the cost benefit analysis of a
regulation after the initial projection has
been made or whether there are existing
sources of data that HHS should use to
evaluate the post-promulgation effects
of regulations over time. Additionally,
HHS is interested in comments on ways
to quantify values that are difficult or
impossible to quantify, including
equity, human dignity, fairness, and
distributive impacts.

¢ Coordination with Other
Departments—HHS is interested in
public comment on ways that HHS can
consider the combined effects of
regulations (together with those of other
agencies) on particular sectors and
industries, particularly small
businesses, and State, local and tribal
governments; and ways to promote
greater coordination across agencies,
harmonization of regulatory
requirements, and the identification of

regulations that are redundant,
inconsistent or overlapping.

e General Comments on What HHS
Should Include in Its Plan—HHS seeks
comment on how best to structure its
framework for conducting ongoing
retrospective reviews, and other criteria
that should be considered in
preparation of its preliminary plan.

HHS notes that this RFI is issued
solely for information and program-
planning purposes. HHS will not
respond to individual comments, but
will consider them as it formulates its
preliminary plan. While responses to
this RFI do not bind HHS to any further
actions related to the response, all
submissions will be made publicly
available on http://www.regulations.gov.

Dated: April 7, 2011.

Dawn L. Smalls,

Executive Secretary to the Department.
[FR Doc. 2011-8780 Filed 4-12—11; 8:45 am]
BILLING CODE 4150-03-P

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Part 11

[Docket No. APHIS-2011-0006]

Horse Protection Act; Petition for
Amendments to Regulations

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Notice.

SUMMARY: We are notifying the public
that the Animal and Plant Health
Inspection Service has received a
petition requesting changes to our horse
protection regulations and our current
enforcement practices and related
policies regarding those regulations. We
are making this petition available to the
public for review and comment. We are
noting, however, that certain requests in
the petition lack authority in the Horse
Protection Act to implement.

DATES: We will consider all comments
that we receive on or before June 13,
2011.

ADDRESSES: You may submit comments
by either of the following methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov/fdmspublic/
component/main?main=DocketDetail&
d=APHIS-2011-0006 to submit or view
comments and to view supporting and
related materials available
electronically.

e Postal Mail/Commercial Delivery:
Please send one copy of your comment

to Docket No. APHIS-2011-0006,
Regulatory Analysis and Development,
PPD, APHIS, Station 3A—03.8, 4700
River Road, Unit 118, Riverdale, MD
20737-1238. Please state that your
comment refers to Docket No. APHIS—
2011-0006.

Reading Room: You may read any
comments that we receive on the
petition in our reading room. The
reading room is located in room 1141 of
the USDA South Building, 14th Street
and Independence Avenue, SW.,
Washington, DC. Normal reading room
hours are 8 a.m. to 4:30 p.m., Monday
through Friday, except holidays. To be
sure someone is there to help you,
please call (202) 6902817 before
coming.

Other Information: Additional
information about APHIS and its
programs is available on the Internet at
http://www.aphis.usda.gov.

FOR FURTHER INFORMATION CONTACT: Dr.
Rachel Cezar, Horse Protection Program
National Coordinator, Animal Care,
APHIS, 4700 River Road, Unit 84,
Riverdale, MD 20737-1238; (301) 734—
5784.

SUPPLEMENTARY INFORMATION:

Background

The Horse Protection Act (HPA, 15
U.S.C. 1821-1831) authorizes the
Secretary of Agriculture to promulgate
regulations prohibiting the showing,
exhibition, transport, or sale of horses
subjected to soring, a practice of
accentuating a horses’ gait through the
infliction of pain. The Secretary of
Agriculture has delegated the
responsibility for enforcing the HPA to
the Administrator of the Animal and
Plant Health Inspection Service
(APHIS). Exercising its rulemaking
authority under the Act, APHIS enforces
regulations that are contained in 9 CFR
part 11, referred to below as the
regulations, that prohibit, among other
things, devices and methods that might
sore horses.

In a petition sent on August 4, 2010,
The Humane Society of the United
States, the American Society for the
Prevention of Cruelty to Animals, the
American Horse Protection Association,
Inc., Friends of Sound Horses, Inc., and
former Senator Joseph D. Tydings
(referred to below as the petitioners)
requested that APHIS change its
regulations and policies regarding the
protection of horses from the practice of
soring. The petitioners’ requests
included permanently disqualifying
horses that have been scarred from
soring from competitions, permanently
disqualifying repeat violators of the
HPA, requiring horse industry
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organizations to impose minimum
penalties for violations, and decertifying
noncompliant horse industry
organizations.

The HPA does not provide APHIS
with the authority to implement certain
requests in the petition. Specifically,
APHIS does not have the authority
under the HPA to permanently
disqualify horses that have been scarred
from soring from competitions, nor does
APHIS have the authority to
permanently disqualify repeat violators
of the HPA. The disqualification
provisions and penalty provisions are
clearly enumerated in the HPA.

You may review the petition and
submit comments through the
Regulations.gov Web site (see
ADDRESSES above for instructions for
accessing Regulations.gov). We welcome
all comments on the issues outlined in
the petition. We are particularly
interested in receiving comments
regarding those areas where APHIS has
existing authority under the HPA. We
encourage the submission of scientific
data, studies, or research to support
your comments and position, including
scientific data or research that supports
any industry or professional standards
that pertain to horse care. We also invite
data on the costs and benefits associated
with any recommendations. We will
consider all comments and
recommendations we receive.

Authority: 15 U.S.C. 1823-1825 and 1828;
7 CFR 2.22, 2.80, and 371.7.

Done in Washington, DC, this 7th day of
April 2011.
Gregory L. Parham,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. 2011-8773 Filed 4-12-11; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 139
[Docket No. FAA- 2010-0247; Notice No. 11—
01]

RIN 2120-AJ70

Safety Enhancements, Certification of
Airports; Reopening of Comment
Period

AGENCY: Federal Aviation

Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM); Reopening of comment period.

SUMMARY: The FAA published a
proposed rule on February 1, 2011, to
establish minimum standards for

training of personnel who access the
airport non-movement area (ramp and
apron) to help prevent accidents and
incidents in that area. This proposal
would require a certificate holder to
conduct pavement surface evaluations
to ensure reliability of runway surfaces
in wet weather conditions. This
proposed action would also require a
Surface Movement Guidance Control
System (SMGCS) plan if the certificate
holder conducts low visibility
operations, facilitating the safe
movement of aircraft and vehicles in
low visibility conditions. Finally, this
proposal would clarify the applicability
of part 139 and explicitly prohibit
fraudulent or intentionally false
statements in a certificate application or
record required to be maintained. This
action reopens the comment period.

DATES: The comment period for the
NPRM published on February 1, 2011,
(76 FR 5510) closed on April 4, 2011,
and is reopened until May 13, 2011.
ADDRESSES: You may send comments
identified by Docket Number FAA—
2010-0247 using any of the following
methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov and follow
the online instructions for sending your
comments electronically.

e Mail: Send comments to Docket
Operations, M—30; U.S. Department of
Transportation (DOT), 1200 New Jersey
Avenue, SE., Room W12-140, West
Building Ground Floor, Washington, DC
20590-0001.

e Hand Delivery or Courier: Take
comments to Docket Operations in
Room W12-140 of the West Building
Ground Floor at 1200 New Jersey
Avenue, SE., Washington, DC, between
9 a.m. and 5 p.m., Monday through
Friday, except Federal holidays.

¢ Fax: Fax comments to Docket
Operations at 202—-493-2251.

Privacy: The FAA will post all
comments it receives, without change,
to http://www.regulations.gov, including
any personal information the
commenter provides. Using the search
function of the docket Web site, anyone
can find and read the electronic form of
all comments received into any FAA
docket, including the name of the
individual sending the comment (or
signing the comment for an association,
business, labor union, etc.). DOT’s
complete Privacy Act Statement can be
found in the Federal Register published
on April 11, 2000 (65 FR 19477-19478),
as well as at http://DocketsInfo.dot.gov.

Docket: Background documents or
comments received may be read at
http://www.regulations.gov at any time.
Follow the online instructions for

accessing the docket or go to Docket
Operations in Room W12-140 of the
West Building Ground Floor at 1200
New Jersey Avenue, SE., Washington,
DC, between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT:
Kenneth Langert, AAS—-300, Office of
Airports, Federal Aviation
Administration, 800 Independence
Avenue, SW., Washington, DC 20591,
telephone (202) 493-4529; e-mail
kenneth.langert@faa.gov.

SUPPLEMENTARY INFORMATION: See the
“Additional Information” section for
information on how to comment on this
proposal and how the FAA will handle
comments received. The “Additional
Information” section also contains
related information about the docket,
privacy, and the handling of proprietary
or confidential business information. In
addition, there is information on
obtaining copies of related rulemaking
documents.

Background

On February 1, 2011, the FAA issued
Notice No. 11-01, entitled “Safety
Enhancements Part 139, Certification of
Airports” [76 FR 5510]. Comments to
that document were to be received on or
before April 4, 2011.

Historically, the FAA’s Flight
Standards Service (AFS) has approved
airlines (via Operations Specifications)
to depart at visibilities less than runway
visual range (RVR) 1200 feet even in
cases where the instrument approach
procedures are published at landing
visibilities above RVR 1200. These
departure operations are routinely
available where runway centerline
lights and RVR equipment are installed.

Recently, the FAA Office of Airports
(ARP) learned that a number of airport
operators may not be aware that low-
visibility approaches and departures
have been approved for their airport.
Advisory Circular AC 120-57A, Surface
Movement Guidance and Control
System (SMGCS) Plans, includes
recommendations that airports should
follow in low-visibility take-off
operations or develop their own similar
procedures. The proposed rule would
require a SMGCS plan, similar to that
described in AC-120-57A, for each
certificate holder where departures
below RVR 1200 are authorized, as well
as where approach minima less than
RVR 1200 are published.

The FAA would like to ensure all
airports and industry associations are
fully aware of both AC 120-57A and the
proposed rule. For this reason, and in
the interest of transparency, the FAA
will notity, by letter, airports with
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approved low-visibility departures. The
reopening of the comment period will
allow time for affected airports to
receive notice from the FAA, review this
NPRM, and adequately assess, prepare,
and submit comments on the possible
impact of this NPRM.

Reopening of Comment Period

In accordance with § 11.47(c) of title
14, Gode of Federal Regulations, the
FAA has determined that re-opening of
the comment period is consistent with
the public interest, and that good cause
exists for taking this action. To
accomplish the strategies for providing
additional information to the public, the
FAA has determined that re-opening the
comment period is consistent with the
public interest, and that good cause
exists for this action. Absent unusual
circumstances, the FAA does not
anticipate any further extension of the
comment period for this rulemaking.

Accordingly, the comment period for
Notice No. 11-01 is reopened until May
13, 2011.

Additional Information
A. Comments Invited

The FAA invites interested persons to
participate in this rulemaking by
submitting written comments, data, or
views. The agency also invites
comments relating to the economic,
environmental, energy, or federalism
impacts that might result from adopting
the proposals in this document. The
most helpful comments reference a
specific portion of the proposal, explain
the reason for any recommended
change, and include supporting data. To
ensure the docket does not contain
duplicate comments, commenters
should send only one copy of written
comments, or if comments are filed
electronically, commenters should
submit only one time.

The FAA will file in the docket all
comments it receives, as well as a report
summarizing each substantive public
contact with FAA personnel concerning
this proposed rulemaking. Before acting
on this proposal, the FAA will consider
all comments it receives on or before the
closing date for comments. The FAA
will consider comments filed after the
comment period has closed if it is
possible to do so without incurring
expense or delay. The agency may
change this proposal in light of the
comments it receives.

Proprietary or Confidential Business
Information: Do not file proprietary or
confidential business information in the
docket. Such information must be sent
or delivered directly to the person
identified in the FOR FURTHER

INFORMATION CONTACT section of this
document, and marked as proprietary or
confidential. If submitting information
on a disk or CD-ROM, mark the outside
of the disk or CD—ROM, and identify
electronically within the disk or CD—
ROM the specific information that is
proprietary or confidential.

Under 14 CFR 11.35(b), if the FAA is
aware of proprietary information filed
with a comment, the agency does not
place it in the docket. It is held in a
separate file to which the public does
not have access, and the FAA places a
note in the docket that it has received
it. If the FAA receives a request to
examine or copy this information, it
treats it as any other request under the
Freedom of Information Act (5 U.S.C.
552). The FAA processes such a request
under Department of Transportation
procedures found in 49 CFR part 7.

B. Availability of Rulemaking
Documents

An electronic copy of rulemaking
documents may be obtained from the
Internet by—

1. Searching the Federal eRulemaking
Portal (http://www.regulations.gov);

2. Visiting the FAA’s Regulations and
Policies web page at http://
www.faa.gov/regulations policies or

3. Accessing the Government Printing
Office’s Web page at http://
www.gpoaccess.gov/fr/index.html.

Copies may also be obtained by
sending a request to the Federal
Aviation Administration, Office of
Rulemaking, ARM-1, 800 Independence
Avenue, SW., Washington, DC 20591, or
by calling (202) 267-9680. Commenters
must identify the docket or notice
number of this rulemaking.

All documents the FAA considered in
developing this proposed rule,
including economic analyses and
technical reports, may be accessed from
the Internet through the Federal
eRulemaking Portal referenced in item
(1) above.

Issued in Washington, DC, on April 7,
2011.

James R. White,

Deputy Director of Airport Safety and
Standards.

[FR Doc. 2011-8838 Filed 4-12—11; 8:45 am]|
BILLING CODE 4910-13-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

18 CFR Part 284
[Docket No. RM11-15-000]

Bidding by Affiliates in Open Seasons
for Pipeline Capacity

AGENCY: Federal Energy Regulatory
Commission, DOE.

ACTION: Notice of proposed rulemaking,
DOE.

SUMMARY: The Federal Energy
Regulatory Commission is proposing
revisions to its regulations governing
interstate natural gas pipelines to
prohibit multiple affiliates of the same
entity from bidding in an open season
for pipeline capacity in which the
pipeline may allocate capacity on a pro
rata basis, unless each affiliate has an
independent business reason for
submitting a bid. The Commission is
also proposing that if more than one
affiliate of the same entity participates
in such an open season, then none of
those affiliates may release any capacity
obtained in that open season pursuant
to a pro rata allocation to any affiliate,
or otherwise allow any affiliate to obtain
the use of the allowed capacity.

DATES: Comments are due May 31, 2011.

ADDRESSES: You may submit comments,
identified by docket number and in
accordance with the requirements
posted on the Commission’s Web site,
http://www.ferc.gov. Comments may be
submitted by any of the following
methods:

e Agency Web Site: Documents
created electronically using word
processing software should be filed in
native applications or print-to-PDF
format, and not in a scanned format, at
http://www.ferc.gov/docs-filing/
efiling.asp.

¢ Mail/Hand Delivery: Commenters
unable to file comments electronically
must mail or hand deliver an original
copy of their comments to: Federal
Energy Regulatory Commission,
Secretary of the Commission, 888 First
Street, NE., Washington, DC 20426.
These requirements can be found on the
Commission’s Web site, see, e.g., the
“Quick Reference Guide for Paper
Submissions,” available at http://
www.ferc.gov/docs-filing/efiling.asp or
via phone from FERC Online Support at
(202) 502—6652 or toll-free at 1-866—
208-3676.

Instructions: For detailed instructions
on submitting comments and additional
information on the rulemaking process,
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see the Comment Procedures section of
this document.

FOR FURTHER INFORMATION CONTACT:

Jennifer Kunz, Office of the General
Counsel, Federal Energy Regulatory
Commission, 888 First Street, NE.,

Washington, DC 20426.
Jennifer.Kunz@ferc.gov. (202) 502—
6102.

Robert McLean, Office of the General
Counsel, Federal Energy Regulatory
Commission, 888 First Street, NE.,
Washington, DC 20426.

Robert.McLean@ferc.gov. (202) 502—
8156.
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1. In this Notice of Proposed
Rulemaking, the Commission proposes
to revise its Part 284 regulations to
prohibit multiple affiliate bidding in
open seasons for interstate natural gas
pipeline capacity and the subsequent
release of acquired capacity to affiliates
under certain circumstances.
Specifically, the Commission proposes
to prohibit multiple affiliates of the
same entity from bidding in an open
season for pipeline capacity in which
the pipeline may allocate capacity on a
pro rata basis, unless each affiliate has
an independent business reason for
submitting a bid. The Commission also
proposes that if more than one affiliate
of the same entity participates in such
an open season, then none of those
affiliates may release any capacity
obtained in that open season pursuant
to a pro rata allocation to any affiliate,
or otherwise allow any affiliate to obtain
the use of the allowed capacity. These
proposals would prevent
anticompetitive gaming of the pro rata
allocation methodology by using
multiple affiliates of the same entity to
acquire a larger share of the available
capacity than one affiliate would be able
to acquire by itself.

I. Background

A. Open Seasons for Pipeline Capacity

2. The Commission’s policy under the
Natural Gas Act (NGA)1 is to allocate
available interstate pipeline capacity to
the shipper that values it the most, up
to the maximum rate.2 In furtherance of
this goal, the Commission favors the use
of open seasons to allocate capacity and

115 U.S.C. 717 et al. (2006).

2 N. Natural Gas Co., 108 FERC { 61,044, at P 11
(2004); Texican N. La. Transport, LLC v. Southern
Natural Gas Co., 129 FERC { 61,270, at P 70 (2009)
(Texican I), order on reh’g, 132 FERC { 61,167, at
P 23, 26 (2010) (Texican II).

permits but does not require a net
present value (NPV) evaluation as a tool
for determining the highest valued use.3

3. Some pipelines hold open seasons
to alert shippers to the availability of
capacity on the pipeline and allow the
shippers to bid for available capacity.
The pipeline’s open season process is an
open and transparent procedure that is
set forth in the pipeline’s tariff. The
pipeline notifies shippers of the
availability of capacity by posting an
open season notice on its EBB and/or
Web site for the available capacity.
During the open season, the
Commission requires pipelines to sell
all available capacity to shippers willing
to pay the pipeline’s maximum recourse
rate.*

4. NPV is a method for awarding
capacity from the bids received during
the open season.? NPV is a standard
method of evaluating bids for capacity
by using the time value of money to
determine the present value of a time
series of discounted cash flows.® The
highest bidder, based on the NPV of the
bid, receives the capacity. Factors
determining NPV are price, volume of
gas, and duration of the contract. The
Commission has stated that a “net
present value evaluation * * * allocates
capacity to the shipper who will
produce the greatest revenue and the
least unsubscribed capacity. As such, it

3 Texican II, 132 FERC q 61,167 at P 26.

4 Promotion of a More Efficient Capacity Release
Market, 72 FR 65916 (November 26, 2007), FERC
Stats. & Regs. 32,625, at P 40 (2007), (citing Tenn.
Gas Pipeline Co., 91 FERC { 61,053 (2000), reh’g
denied, 94 FERC 61,097 (2001), petitions for
review denied sub nom., Process Gas Consumers
Group v. FERC, 292 F.3d 831, 837 (DC Cir. 2002)).

5NPV is not the only method a pipeline could
use. Another is the “first come-first served”
approach, where the first shipper to submit a
qualifying bid receives the capacity.

6 Saltville Gas Storage Co., L.L.C., 128 FERC
61,257, at P 2 n.3 (2009).

is an economically efficient way of
allocating capacity and is consistent
with Commission policy.””

5. In the event that there is not
sufficient capacity to meet all equal
maximum bids, pipelines apply a
tiebreaker mechanism. One such
mechanism is the pro rata allocation
methodology. Under a pro rata
allocation tiebreaker mechanism, in the
event that there is not sufficient
capacity to meet all qualifying bids, the
capacity is allocated pro rataq, i.e., based
on the ratio of each shipper’s respective
nomination to all qualifying
nominations, applied to the total
available capacity.®

B. Multiple Affiliate Bidding

6. It has come to the attention of the
Commission that some entities have
developed and applied a strategy of
bidding with multiple affiliates in open
seasons for available capacity in order to
defeat the pro rata allocation tiebreaker
mechanism and obtain a greater share of
the available capacity than a single
bidder could have acquired by itself.
Under conditions where the available
capacity is limited and the value of the

7 Tenn. Gas Pipeline Co., 76 FERC 61,101, at
61,522 (1996), order on reh’g, 79 FERC { 61,297
(1997), order on reh’g, 82 FERC { 61,008 (1998),
remanded sub nom. Process Gas Consumers Group
v. FERC, 177 F.3d 995 (DC Cir. 1999), order on
compliance, 91 FERC q 61,333 (2000), order on
remand, 91 FERC { 61,053 (2000), reh’g denied, 94
FERC { 61,097 (2001), petitions for review denied
sub nom. Process Gas Consumers Group v. FERC,
292 F.3d 831, 837 (DC Cir. 2002).

8 An alternative tiebreaker mechanism for
multiple maximum bids is to award the capacity to
the earliest applicant. The Commission has stated
that “no single tiebreaker method is definitely better
than other methods; each system has advantages
and disadvantages * * *. So long as its method is
reasonable [a pipeline] may choose any method it
wishes for inclusion as the default tiebreaker in its
tariff.” Trailblazer Pipeline Co., 103 FERC { 61,225,
at 61,869 (2003), order on reh’g and compliance
filing, 108 FERC { 61,049, at 61,305 (2004).
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capacity is high, shippers are strongly
motivated to obtain as much of that
valuable capacity as possible in order to
take advantage of the opportunity for
profit. Where the available capacity is
finite, the price is capped by the
pipeline’s maximum tariff rate, and the
tiebreaker is a pro rata allocation,
shippers can obtain more capacity than
they would be able to obtain themselves
by bidding multiple affiliates to defeat
the pro rata allocation mechanism.

7. Since the pro rata allocation
mechanism will result in proportional
shares of the capacity being distributed
to the qualifying bidders, each affiliate
with a maximum NPV bid could then
release the capacity to a single affiliate
or otherwise allow its affiliate
effectively to obtain the use of the
allocated capacity, resulting in an entity
receiving a larger share than it would
have been able to acquire by itself. Such
gaming of the pro rata allocation
mechanism has a chilling effect on
competition and permits entities that
apply a multiple affiliate bidding
strategy inappropriately to gain a
disproportionate share of available
capacity by denying a fair distribution
to all maximum bidders. This has the
effect of harming entities that submit
only one bid and, by extension, harming
their customers.

8. The foregoing discussion is based
upon recent Commission experience
with multiple affiliate bidding.® Based
on that experience, the Commission
now proposes to revise its regulations to
make explicit that, unless independent
business reasons exist, as discussed
further below, such bidding is
inappropriate and, therefore, prohibited.

II. Prohibition on Multiple Affiliate
Bidding in Open Seasons for Pipeline
Capacity

9. The Commission is of the view that
multiple affiliate bidding as described
above lessens competition because other
bidders not engaging in similar conduct
will necessarily receive less capacity—
not because such bidders value the
capacity any less, but because they bid
only through the unit of the company
intending to use the capacity or because
they did not have multiple affiliates.
Those who submit bids by multiple

9 Tenaska Marketing Ventures, et al., 126 FERC
61,040 (2009) (order approving stipulations and
agreements). See also Trailblazer Pipeline Co., 101
FERC {61,405 (2002), order on technical
conference and denying reh’g, 103 FERC {61,225
(2003), order on reh’g and compliance filing, 108
FERC {61,049 (2004). The Commission notes that
the conduct on Trailblazer predated section 4A of
the NGA, 15 U.S.C. 717c—1 (2006), the anti-
manipulation authority granted to the Commission
in the Energy Policy Act of 2005, Public Law 109—
58, 119 Stat. 594 (2005).

affiliates receive a disproportionate
share of the available capacity, placing
bidders that did not submit bids by
multiple affiliates at a competitive
disadvantage. In theory, a company
could employ this strategy to the
extreme by bidding hundreds or even
thousands of affiliates in a single open
season to squeeze out competitors and
give that company a dominant share of
the capacity. The affiliates bidding
would not need to have any direct
customers or employees to confer the
competitive advantage to the affiliate
designed to benefit from the multiple
affiliate bidding—in fact, a company
could create affiliate corporations
merely for the sake of bidding in open
seasons to obtain the benefit of multiple
affiliate bidding. Regardless of the
degree to which multiple affiliate
bidding is used to obtain a competitive
advantage, ultimately bidders that do
not submit bids by multiple affiliates
will be harmed, and by extension their
customers will be harmed, by losing
valuable capacity to bidders that employ
a multiple affiliate bidding strategy.

10. Furthermore, this multiple
bidding behavior frustrates the
Commission’s policy of allocating
capacity to the shipper that values it the
most. By bidding multiple affiliates
under a pro rata tiebreaker, an entity
can gain a greater share of valuable
capacity not because it values the
capacity more than other bidders, but
merely because it arranges to submit
more maximum NPV bids through the
use of affiliates.

11. The Commission, however,
recognizes that not all multiple affiliate
bidding is used to defeat a pro rata
allocation mechanism. In some cases,
affiliates may have independent
business reasons for submitting their
bids. For example, a marketing arm of
an energy company may bid to secure
capacity for its wholesale customers and
a retail operation of the same company
may bid to secure capacity to serve its
retail customers, and each would have
an independent business reason for its
bid. Or a marketing company may have
two or more affiliates operating in
different geographic areas, thus serving
distinct markets all of which may be
served by transportation on the same
pipeline. When affiliates bid in such
cases, other bidders are not unduly
harmed, undue discrimination is not
practiced, and Commission policy is not
violated.

12. Although there may be instances
where affiliates have an independent
business reason for bidding for given
capacity, in the Commission’s view
amendments to our existing regulations
are necessary to prevent entities without

such independent reasons from
defeating a pro rata allocation
mechanism by using multiple affiliate
bidding to lessen competition and
obtain more capacity than they could
independently. Therefore, the
Commission proposes to add a new
section 284.15 to its regulations,
prohibiting multiple affiliates of the
same entity from participating in an
open season for pipeline capacity
conducted by any interstate pipeline
providing service under subparts B and
G of part 284 of the Commission’s
regulations in which the pipeline may
allocate capacity on a pro rata basis,
unless each affiliate has an independent
business reason for submitting a bid.
The Commission proposes that, for
purposes of the new regulation, the term
“affiliate” be defined as provided in
section 358.3(a)(1) and (3) of the
Commission’s existing regulations.10
13. It is impossible to describe in
advance every situation that
demonstrates an independent business
reason. This phrase is intended to
assure companies bidding for capacity
that our rule will not prohibit
transactions with economic substance,
in which the bidding affiliate is
providing service of value to its
customers that is facilitated or enhanced
by the capacity being acquired, such as
the scenarios described in P 11. Those
scenarios are illustrative of situations in
which a business unit uses awarded
capacity to serve its own customers or
otherwise acts consistently with its
business plan, interests, and obligations.
Indications that a company is not acting
independently would be if the business
unit is used by its parent or affiliate in
a way that differs from its usual
business operations, is used to perform
transactions that an affiliate or parent
could not, or is acting as an “alter ego”
of an affiliate or parent. The
independent business reason criterion
ensures that bidders for pipeline
capacity act in a market-driven, pro-
competitive manner, not in an effort to
gain an unfair competitive advantage in
acquiring capacity. The general
guidance provided here reflects the fact
that we oversee a dynamic and evolving
market where addressing yesterday’s
concerns may not address tomorrow’s
concerns. Over time, however,
experience in applying this rule should
be instructive to both the Commission
and capacity market participants. As we

1018 CFR 358.3(a)(1) and (3) (2010). Section
358.3(a)(1) provides that an affiliate of a specified
entity is “another person that controls, is controlled
by or is under common control with, the specified
entity. An affiliate includes a division of the
specified entity that operates as a functional unit.”
Section 358.3(a)(3) defines the term “control.”
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apply the rule, we will be mindful of the
fact that we are not only taking steps to
assure non-discriminatory access to
capacity but also providing guidance to
market participants in general.1?

14. This proposed rule is designed to
ensure that an entity cannot use
multiple affiliates solely to secure a
larger allocation of capacity than it
could acquire by itself. The proposed
rule would also provide clear notice to
parties participating in open seasons for
interstate pipeline capacity that
multiple affiliate bidding and
subsequent release of acquired capacity
to one affiliate, or other devices to
confer the value of the capacity on one
affiliate, are prohibited.

III. Prohibition on Release of Capacity

15. The Commission adopted its
capacity release program as part of the
restructuring of interstate natural gas
pipelines required by Order No. 636.12
The capacity release program permits
firm shippers to release their capacity to
others when they are not using it.13 The

11 The approach taken here is similar to that taken
in Order No. 644, which adopted market behavior
rules for sellers of natural gas. Amendments to
Blanket Sales Certificates, Order No. 644, FERC
Stats. & Regs. 131,153 (2003), reh’g denied 107
FERC {61,174 (2004). Order No. 644 adopted rules
that prohibited transactions without a “legitimate
business purpose” and that were “intended to or
foreseeably could manipulate market prices, market
conditions, or market rules for natural gas.” In that
case the rule prohibited certain transactions (such
as wash trades and collusion), but the Commission
specifically declined to limit the rule to pre-
determined circumstances. Order No. 644, FERC
Stats. & Regs. 131,153 at P 32—36. Similarly, here
we recognize scenarios in which the independent
business reason standard can be met, and decline
to limit the rule to pre-determined circumstances.
The relevant market behavior rules adopted in
Order No. 644 were rescinded after the Commission
adopted section 1c.1 of the Regulations.
Amendments to Codes of Conduct for Unbundled
Sales Service and for Persons Holding Blanket
Marketing Certificates, Order No. 673, FERC Stats.
& Regs. 131,207 (2006).

12 Pipeline Service Obligations and Revisions to
Regulations Governing Self-Implementing
Transportation and Regulation of Natural Gas
Pipelines After Partial Wellhead Decontrol, Order
No. 636, 57 FR 13267 (April 16, 1992), FERC Stats.
& Regs., Regulations Preambles January 1991-June
1996 {30,939 (1992), order on reh’g, Order No.
636—A., 57 FR 36128 (August 12, 1002), FERC Stats.
& Regs., Regulations Preambles January 1991-June
1996 {30,950 (1992); order on reh’g, Order No.
636-B, 57 FR 57911 (Dec. 8, 1992), 61 FERC
161,272 (1992), order on reh’g, 62 FERC {61,007
(1993), aff'd in part, vacated and remanded in part,
United Dist. Cos. v. FERC, 88 F.3d 1105 (DC Cir.
1996), order on remand, Order No. 636—C, 78 FERC
161,186 (1997).

131n brief, under the Commission’s capacity
release program, a firm shipper (releasing shipper)
sells its capacity by returning its capacity to the
pipeline for reassignment to the buyer (replacement
shipper). The pipeline contracts with, and receives
payment from, the replacement shipper and then
issues a credit to the releasing shipper. The
replacement shipper on a long term, year or more
release, may pay less than the pipeline’s maximum

Commission notes that some companies
bidding with multiple affiliates have
used capacity release as the final step in
consolidating multiple shares of
capacity for use by one of the company’s
units.14 By releasing the capacity
acquired in the open season, affiliates
are able to transfer the capacity each
acquires to a single company that
benefits by obtaining more capacity than
it could have obtained by itself.

16. In order to prevent the use of
capacity release or other mechanisms as
part of a scheme to game a pro rata
allocation by transferring the benefit of
the capacity to the affiliate that has a
business use for the capacity, the
Commission proposes to prohibit
affiliates from releasing any capacity
obtained in an open season pursuant to
a pro rata allocation to any affiliate or
otherwise from allowing any affiliate
effectively to obtain the use of the
allocated capacity. This will not inhibit
two or more affiliates from obtaining
and using valuable pro rated capacity
where they each have an independent
business reason for their bids. If the
affiliate has an independent business
reason for initially bidding on the
capacity, it presumably has a need for
the capacity once it has been awarded
it. Therefore, requiring the capacity-
winning affiliate to retain the capacity
in such a circumstance should present
little, if any, hardship to such affiliate.
If a company believes that retaining
capacity in a certain case would in fact
create a hardship to an affiliate, the
company can seek a waiver of the
prohibition.15

17. This prohibition against capacity
release reinforces the prohibition
against multiple affiliate bidding unless
each affiliate has an independent
business reason for submitting a bid by
further deterring affiliates from bidding
for capacity for which they have no
independent use. Should an affiliate
violate the prohibition against multiple

tariff rate, but not more. 18 CFR 284.8(e) (2010). The
results of all releases are posted by the pipeline on
its Internet Web site and made available through
standardized, downloadable files.

14 Tenaska Marketing Ventures, et al., 126 FERC
61,040 at P 13, 18.

15 If multiple affiliate bidding occurs in open
seasons for relatively short term capacity, hardship
is unlikely. If multiple affiliates acquire longer-term
capacity, later changes in markets or corporate
structure could create a hardship for an affiliate to
keep the capacity it had been awarded. For
example, a successful bidder might lose the market
for which the capacity had been obtained and wish
to release the capacity to an affiliate for other use,
or a company may reorganize to merge the
successful bidder with another affiliate or to
reassign the successful bidder’s functions to another
affiliate. In such cases, the affected entity should
seek a waiver of the prohibition and present the
facts that support a release of the capacity to an
affiliate.

affiliate bidding, that affiliate would
incur an additional violation with
resulting penalties for transferring the
advantage of the multiple affiliate
bidding to the affiliated entity that
would benefit from it. This
complementary prohibition provides an
additional deterrent to violation of the
first prohibition, helping to ensure that
the only instances of multiple affiliate
bidding are those with independent
business reasons for each bid. In the
Commission’s view, this prohibition, in
combination with the provision
prohibiting multiple affiliate bidding
unless each affiliate has an independent
business reason for submitting a bid,
will fairly ensure that both steps of the
gaming process are prohibited.

IV. Regulatory Requirements
A. Information Collection Statement

18. Office of Management and Budget
(OMB) regulations require OMB to
approve certain information collection
requirements imposed by agency rule.16
The proposed regulations discussed
above do not impose reporting or
recordkeeping requirements on
applicable entities as defined by the
Paperwork Reduction Act.17 As a result,
the Commission is not submitting this
NOPR to OMB for review and approval.

B. Environmental Analysis

19. The Commission is required to
prepare an Environmental Assessment
or an Environmental Impact Statement
for any action that may have a
significant adverse effect on the human
environment.?® The Commission has
categorically excluded certain actions
from these requirements as not having a
significant effect on the human
environment.?® The actions proposed to
be taken here fall within categorical
exclusions in the Commission’s
regulations for rules that are corrective,
clarifying or procedural, for information
gathering, analysis, and dissemination,
and for sales, exchange, and
transportation of natural gas that
requires no construction of facilities.2°
Therefore an environmental review is
unnecessary and has not been prepared
in this rulemaking.

165 CFR 1320.11 (2010).

1744 U.S.C. 3502(2)—(3) (2006).

18 Regulations Implementing the National
Environmental Policy Act of 1969, Order No. 486,
52 FR 47897 (Dec. 17, 1987), FERC Stats. & Regs.,
Regulation Preambles 1986—-1990 {30,783 (1987).

1918 CFR 380.4 (2010).

2018 CFR 380.4(a)(2)(ii), 380.4(a)(5), and
380.4(a)(27)(2010).
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C. Regulatory Flexibility Act

20. The Regulatory Flexibility Act of
1980 (RFA) 21 generally requires a
description and analysis of final rules
that will have significant economic
impact on a substantial number of small
entities. The Commission is not
required to make such an analysis if
proposed regulations would not have
such an effect.22 Most companies
regulated by the Commission do not fall
within the RFA’s definition of a small
entity.23

21. The rule proposed herein should
have no significant negative impact on
those entities, be they large or small,
subject to the Commission’s regulatory
jurisdiction under the NGA. Most
companies to which the rules proposed
herein, if finalized, would apply, do not
fall within the RFA’s definition of small
entities. In addition, the proposed rule
is only triggered if more than one
affiliate of the same entity participates
in an open season for pipeline capacity
in which the pipeline may allocate
capacity on a pro rata basis, and each
affiliate does not have an independent
business reason for submitting a bid.
Therefore, the rule would only affect a
limited number of small entities. The
rules proposed herein, if finalized, will
not have a significant economic effect
on these small entities because the rule
does not impose any reporting or
recordkeeping requirements. Therefore,
the Commission certifies that the
proposed rules will not have a
significant economic effect on a
substantial number of small entities.

D. Comment Procedures

22. The Commission invites interested
persons to submit comments on the
matters and issues proposed in this
notice to be adopted, including any
related matters or alternative proposals
that commenters may wish to discuss.
Comments are due 45 days from
publication in the Federal Register.
Comments must refer to Docket No.
RM11-15-000, and must include the
commenter’s name, the organization
they represent, if applicable, and their
address in their comments.

23. The Commission encourages
comments to be filed electronically via
the eFiling link on the Commission’s
Web site at http://www.ferc.gov. The
Commission accepts most standard
word processing formats. Documents

215 U.S.C. 601-612 (2006).

225 U.S.C. 605(b) (2006).

235 U.S.C. 601(3) (citing section 3 of the Small
Business Act, 15 U.S.C. 623 (2006)). Section 3
defines a “small-business concern” as a business
which is independently owned and operated and
which is not dominant in its field of operation.

created electronically using word
processing software should be filed in
native applications or print-to-PDF
format and not in a scanned format.
Commenters filing electronically do not
need to make a paper filing.

24. Commenters that are not able to
file comments electronically must mail
or hand deliver an original copy of their
comments to: Federal Energy Regulatory
Commission, Secretary of the
Commission, 888 First Street, NE.,
Washington, DC 20426.

25. All comments will be placed in
the Commission’s public files and may
be viewed, printed, or downloaded
remotely as described in the Document
Availability section below. Commenters
on this proposal are not required to
serve copies of their comments on other
commenters.

E. Document Availability

26. In addition to publishing the full
text of this document in the Federal
Register, the Commission provides all
interested persons an opportunity to
view and/or print the contents of this
document via the Internet through
FERC’s Home Page (http://www.ferc.gov)
and in FERC’s Public Reference Room
during normal business hours (8:30 a.m.
to 5 p.m. Eastern time) at 888 First
Street, NE., Room 2A, Washington, DC
20426.

27. From FERC’s Home Page on the
Internet, this information is available on
eLibrary. The full text of this document
is available on eLibrary in PDF and
Microsoft Word format for viewing,
printing, and/or downloading. To access
this document in eLibrary, type the
docket number excluding the last three
digits of this document in the docket
number field.

28. User assistance is available for
eLibrary and the FERC’s Web site during
normal business hours from FERC
Online Support at (202) 502—6652 (toll
free at 1-866—208—3676) or e-mail at
ferconlinesupport@ferc.gov, or the
Public Reference Room at (202) 502—
8371, TTY (202)502—8659. E-mail the
Public Reference Room at
public.referenceroom@ferc.gov.

List of Subjects in 18 CFR Part 284

Continental shelf, Natural gas,
Reporting and recordkeeping
requirements.

By direction of the Commission.
Kimberly D. Bose,

Secretary.

In consideration of the foregoing, the
Commission proposes to amend part
284, Chapter I, Title 18, Code of Federal
Regulations, to read as follows:

PART 284—CERTAIN SALES AND
TRANSPORTATION OF NATURAL GAS
UNDER THE NATURAL GAS POLICY
ACT OF 1978 AND RELATED
AUTHORITIES

1. The authority citation for part 284
continues to read as follows:

Authority: 15 U.S.C. 717-717w, 3301—
3432; 42 U.S.C. 7101-7352; 43 U.S.C. 1331—
1356.

2. Section 284.15 is added to read as
follows.

§284.15 Bidding by affiliates in open
seasons for pipeline capacity.

(a) Multiple affiliates of the same
entity may not participate in an open
season for pipeline capacity conducted
by any interstate pipeline providing
service under subparts B and G of this
part, in which the pipeline may allocate
capacity on a pro rata basis, unless each
affiliate has an independent business
reason for submitting a bid.

(b) If more than one affiliate of the
same entity participates in an open
season subject to paragraph (a) of this
section, none of those affiliates may
release any capacity obtained in that
open season to any affiliate, or
otherwise allow any affiliate effectively
to obtain the use of the allocated
capacity.

(c) For purposes of this section, an
affiliate is any person that satisfies the
definition of affiliate in §§358.3(a)(1)
and (3) of this chapter with respect to
another entity participating in an open
season subject to paragraph (a) of this
section.

[FR Doc. 2011-8915 Filed 4-12-11; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 16, 312, 511, and 812
[Docket No. FDA-2011-N-0079]

RIN 0910-AG49

Disqualification of a Clinical
Investigator

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing to
amend the regulations to expand the
scope of clinical investigator
disqualification. Under this proposal,
when the Commissioner of Food and
Drugs determines that an investigator is
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ineligible to receive certain test articles
(drugs, devices, or new animal drugs),
the investigator also will be ineligible to
conduct any clinical investigation that
supports an application for a research or
marketing permit for products regulated
by FDA. This proposal is based in part
upon recommendations from the
Government Accountability Office, and
is intended to help ensure adequate
protection of research subjects and the
quality and integrity of data submitted
to FDA. FDA also is amending the list
of regulatory provisions under which an
informal regulatory hearing is available
by changing the scope of certain
provisions and adding regulatory
provisions that were inadvertently
omitted.

DATES: Submit either electronic or
written comments on the proposed rule
by July 12, 2011. See section VII of this
document for the proposed effective
date of a final rule based on this
document.

ADDRESSES: You may submit comments,
identified by Docket No. FDA—-2011-N-—
0079 and/or RIN number 0910-AG49,
by any of the following methods:

Electronic Submissions

Submit electronic comments in the
following way:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

Written Submissions

Submit written submissions in the
following ways:

e FAX:301-827-6870.

e Mail/Hand delivery/Courier (for
paper, disk, or CD-ROM submissions):
Division of Dockets Management (HFA—
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852.

Instructions: All submissions received
must include the Agency name and
Docket No. FDA-2011-N-0079 and
Regulatory Information Number (RIN)
for this rulemaking. All comments
received may be posted without change
to http://www.regulations.gov, including
any personal information provided. For
additional information on submitting
comments, see the “Comments” heading
of the SUPPLEMENTARY INFORMATION
section of this document.

Docket: For access to the docket to
read background documents or
comments received, go to http://
www.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Division of Dockets

Management, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Kathleen E. Pfaender, Office of Good
Clinical Practice, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 32, rm. 5129, Silver Spring,
MD 20993, 301-796—8340.

SUPPLEMENTARY INFORMATION:
Table of Contents
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II. Background
III. Description of the Proposed Rule
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(§§ 312.70(a), 511.1(c)(1), and 812.119(a))
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(§§ 312.70(b), 511.1(c)(2), and
812.119(b))
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(§§ 312.70(c), 511.1(c)(3), and 812.119(c))
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I. Introduction

Under current regulations, a clinical
investigator disqualified by the
Commissioner of Food and Drugs (the
Commissioner) is ineligible to receive a
particular type of FDA-regulated test
article only; i.e., drugs (including
biologics) in §312.70 (21 CFR 312.70);
new animal drugs in § 511.1(c) (21 CFR
511.1(c)); or devices in §812.119 (21
CFR 812.119). The proposed rulemaking
will amend §§312.70, 511.1(c), and
812.119 to provide that when the
Commissioner determines that a clinical
investigator is ineligible to receive the
test article under that provision (e.g.,
drugs in § 312.70), the clinical
investigator also will be ineligible to
conduct any clinical investigation that

supports an application for a research or
marketing permit for products regulated
by FDA, including drugs, biologics,
devices, new animal drugs, foods,
including dietary supplements, that bear
a nutrient content claim or a health
claim, infant formulas, food and color
additives, and tobacco products.

Other proposed revisions are intended
to clarify and harmonize the clinical
investigator disqualification regulations
in parts 312, 511, and 812 (21 CFR parts
312, 511, and 812). FDA proposes this
rulemaking to help protect the rights
and safety of subjects involved in FDA-
regulated investigations and to help
ensure the reliability and integrity of the
data used to support marketing of
products regulated by FDA.

II. Background

FDA inspects the records of a clinical
investigator to evaluate the quality and
integrity of clinical data used to support
applications under review by FDA and
to evaluate whether protections are
afforded to participating research
subjects, where required. FDA may
consider disqualification of a clinical
investigator when FDA has information
that an investigator has repeatedly or
deliberately failed to comply with
applicable requirements for the conduct
of clinical investigations, or has
repeatedly or deliberately submitted to
FDA or to the sponsor false information
in any required report.

Disqualification of an investigator is
initiated by the appropriate FDA Center
depending upon the particular type of
test article under study by the
investigator in the clinical investigation.
For example, the Center for Devices and
Radiological Health may pursue
disqualification of a clinical investigator
who conducted a device study and
allegedly violated the regulations. The
regulations provide the investigator,
who is subject to disqualification, an
opportunity to be heard and explain the
matter(s) complained of; i.e., explain the
alleged violation(s). If the explanation
offered is not accepted by the Center,
the investigator will be given an
opportunity for an informal regulatory
hearing under part 16 (21 CFR part 16).
After evaluating all available
information, including any explanation
presented by the investigator, the
Commissioner issues a Commaissioner’s
decision regarding the eligibility of the
investigator to receive a particular type
of test article. When disqualified by a
Commissioner’s decision, the
investigator is no longer eligible to
receive the particular type of test article
(drugs, devices, or new animal drugs)
under study when the violations
occurred. Under current regulations, an
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investigator disqualified by a
Commissioner’s decision as ineligible to
receive investigational devices, for
example, may still be eligible to receive
investigational drugs (including
biologics), because the regulations do
not specifically prohibit such an
investigator from receiving other types
of test articles.

In September 2009, the Government
Accountability Office (GAO) released a
final report on FDA'’s oversight of
clinical investigators (Ref. 1). In that
report, the GAO recommended, among
other things, that FDA extend
disqualification by a Commissioner’s
decision to include ineligibility to
receive drugs, biologics, and medical
devices. The GAO noted that FDA’s
disqualification regulations are included
in separate sets of regulations and, as a
result, the regulations as currently
written limit the types of test articles to
which disqualification applies and
consequently, limits FDA’s oversight of
clinical investigators (Ref. 1 at page 40,
under “FDA’s Regulations Allow
Disqualified Clinical Investigators to
Conduct Trials for Other Medical
Products”). The GAO elaborated,
comparing disqualifications that
resulted from a Commissioner’s
decision with those resulting from a
consent agreement between FDA and
the investigator. That is, a consent
agreement may contain “more extensive
restrictions by disqualifying the
investigator from receiving any FDA-
regulated investigational products
(including drugs, biologics, devices,
animal drugs, and food additives)” (Ref.
1 at page 41). The GAO concluded that
it is critical for FDA to take action and
to have the authority to take action to
prevent clinical investigators who
engaged in serious misconduct from
doing so again, whether in research that
involves drugs, biologics, or devices
(Ref. 1 at page 42).

In past investigator disqualification
actions, there is little, if any, evidence
that an investigator disqualified from
receiving one type of test article (e.g.,
drugs) later conducted a clinical
investigation studying a different type of
test article (e.g., devices). Even so, FDA
agrees with the GAO’s recommendation
and its underlying rationale to expand
the scope of articles covered when an
investigator is disqualified by a
Commissioner’s decision. This proposed
action of explicitly extending a
disqualified investigator’s ineligibility
to receive any FDA-regulated test article
would help to reduce the risk of
additional violations in other FDA-
regulated investigations and thus,
would help to ensure the integrity of
clinical trial data and help reduce the

risk to human subjects who participate
in FDA-regulated investigations. This
proposed rule may also lead to
improved public confidence in the
clinical data supporting FDA decisions.
We therefore propose that a clinical
investigator disqualified by a
Commissioner’s decision will be
ineligible to receive any test article
under the disqualification regulations in
parts 312, 511, or 812, and, in addition,
the investigator will be ineligible to
conduct any clinical investigation that
supports an application for a research or
marketing permit for products regulated
by FDA. Those products include drugs,
biologics, devices, new animal drugs,
foods, including dietary supplements,
that bear a nutrient content claim or a
health claim, infant formulas, food and
color additives, and tobacco products.
To effect this change, FDA proposes to
amend the current regulations in
§§312.70, 511.1(c), and 812.119.

III. Description of the Proposed Rule

To harmonize the headings for the
clinical investigator disqualification
regulations in parts 312, 511, and 812,
FDA proposes to change the heading in
§511.1(c) to match those currently in
§§312.70 and 812.119. Therefore, we
propose to change the heading in
§511.1(c) from “Withdrawal of
eligibility to receive investigational-use
new animal drugs” to “Disqualification
of a clinical investigator”. This revision
will help to identify the investigator
disqualification regulations pertaining
to new animal drugs.

A. Disqualification Proceedings
(§§312.70(a), 511.1(c)(1), and
812.119(a))

FDA proposes to revise the provisions
currently in §§312.70(a), 511.1(c)(1),
and 812.119(a), to clarify, simplify, and
to harmonize those provisions. Also, for
consistency with other proposed
changes to the disqualification
regulations, FDA proposes to change the
scope of the question addressed during
a part 16 hearing, should the
investigator request and be granted an
informal regulatory hearing.

1. Proposed Revisions to § 312.70(a)

o To harmonize the provisions in
§ 312.70(a) with those currently in
§812.119(a), we propose to add
“repeatedly or deliberately” before the
reference to submitting false
information in any required report. The
addition of “repeatedly or deliberately”
before “submitted to FDA or to the
sponsor false information in any
required report,” codifies FDA’s current
policies and makes consistent the

clinical investigator disqualification
regulations.

¢ To harmonize the provisions in
§ 312.70(a) with those currently in
§812.119(a), we propose to add a
provision for accepting an investigator’s
explanation concerning the alleged
misconduct. That is, if the investigator
offers an explanation in writing or
during an informal conference and the
explanation is accepted by the
applicable Center, the Center will
discontinue pursuit of the
disqualification proceeding. This
proposed revision clarifies FDA’s
current policies and makes consistent
the clinical investigator disqualification
regulations.

¢ To simplify the regulations, we
propose to change “Center for Drug
Evaluation and Research or the Center
for Biologics Evaluation and Research”
to “applicable Center” after “If an
explanation is offered but not accepted
by the * * *”.

e We propose to add “of this chapter”
after “the investigator will be given an
opportunity for a regulatory hearing
under part 16 * * *”, for clarity and to
harmonize §312.70(a) with the
provisions currently in § 812.119(a).

¢ Regarding the question of whether
the investigator is entitled to receive test
articles, we propose to change “entitled”
to “eligible” because “eligible” is the
correct term for this provision.

e We propose to change the scope of
the question addressed during a part 16
hearing, should the investigator request
and be granted an informal hearing,
from whether the investigator is eligible
to receive “investigational new drugs” to
whether the investigator is eligible to
receive “test articles under this part and
eligible to conduct any clinical
investigation that supports an
application for a research or marketing
permit for products regulated by FDA”.
Those FDA-regulated products include
drugs, biologics, devices, new animal
drugs, foods, including dietary
supplements, that bear a nutrient
content claim or a health claim, infant
formulas, food and color additives, and
tobacco products.

2. Proposed Revisions to §511.1(c)(1)

e To harmonize the investigator
disqualification regulations, we propose
to change the first words in the first
sentence in §511.1(c)(1) from
“Whenever the Food and Drug
Administration” to “If FDA”.

¢ Although already applicable, we
propose to add explicit provisions in
§511.1(c)(1), consistent with the current
regulations in § 312.70(a), that a clinical
investigator includes a sponsor-
investigator. Because sponsor-
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investigators must meet an investigator’s
regulatory responsibilities as well as a
sponsor’s, FDA has consistently
considered sponsor-investigators to be
subject to the clinical investigator
disqualification provisions in studies of
drugs, animal drugs, and devices.?

e To harmonize the provisions in
§511.1(c)(1) with the provisions
currently in § 812.119(a), we propose to
add “repeatedly or deliberately” before
the reference to submitting false
information in any required report. The
addition of “repeatedly or deliberately”
codifies FDA'’s current policies and
makes consistent the clinical
investigator disqualification regulations.

¢ To make the investigator
disqualification regulations consistent,
we propose to change the wording of the
first sentence in §511.1(c)(1) to read as
follows, “If FDA has information
indicating that an investigator
(including a sponsor-investigator) has
repeatedly or deliberately failed to
comply with the conditions of these
exempting regulations or has repeatedly
or deliberately submitted to FDA or to
the sponsor false information in any
required report, the Center for
Veterinary Medicine will furnish the
investigator written notice of the matter
complained of and offer the investigator
an opportunity to explain the matter in
writing, or, at the option of the
investigator, in an informal conference.”
For this first sentence, this proposal
removes the reference to “in general
terms” concerning the Center’s written
notice of the matter to the investigator.
This proposal also replaces offering
“him” with offering “the investigator” an
opportunity to explain. At the end of
this first sentence, the wording is
changed from “in an informal
conference and/or in writing” to “in
writing, or, at the option of the
investigator, in an informal conference.”

e To harmonize the provisions in
§511.1(c)(1) with those currently in
§812.119(a), we propose to add a
provision for accepting an investigator’s
explanation concerning the alleged
misconduct. That is, if the investigator
offers an explanation in writing or
during an informal conference and the
explanation is accepted by the affected
Center, the Center will discontinue
pursuit of the disqualification
proceeding. This proposed revision
clarifies FDA’s current policies and
makes consistent the clinical
investigator disqualification regulations.

1See, for example, the final rule at 62 FR 46875,
September 5, 1997; clarifying FDA’s authority to
reach sponsor-investigators under the regulations
for disqualification of a clinical investigator.

¢ For consistency with the
regulations currently in §§312.70(a) and
812.119(a), we propose to change in the
second sentence in §511.1(c)(1) (the
third sentence in this proposal), “shall
have” to “will be given”, and remove
after “an opportunity for a regulatory
hearing * * *” the clause, “before the
Food and Drug Administration pursuant
to* * *” Also, in this sentence, we
propose to change the term “entitled” to
the term “eligible”.

e We propose to change the scope of
the question addressed during a part 16
hearing, should the investigator request
and be granted an informal hearing,
from whether the investigator is eligible
to receive “investigational new animal
drugs” to whether the investigator is
eligible to receive “test articles under
this part and eligible to conduct any
clinical investigation that supports an
application for a research or marketing
permit for products regulated by FDA”.
Those FDA-regulated products include
drugs, biologics, devices, new animal
drugs, foods, including dietary
supplements, that bear a nutrient
content claim or a health claim, infant
formulas, food and color additives, and
tobacco products.

3. Proposed Revisions to § 812.119(a)

o Although already applicable, we
propose to add explicit provisions in
§812.119(a), consistent with the current
regulations in § 312.70(a), that a clinical
investigator includes a sponsor-
investigator. Because sponsor-
investigators must meet an investigator’s
regulatory responsibilities as well as a
sponsor’s, FDA has consistently
considered sponsor-investigators to be
subject to the clinical investigator
disqualification provisions in studies of
drugs, animal drugs, and devices.2

e To harmonize the provisions in
§812.119(a) with those currently in
§312.70(a), we propose to change after
repeatedly or deliberately submitted
“false information either to the sponsor
of the investigation or * * *”, to read
instead, “to FDA or to the sponsor false
information in any required report,

* % %x»

e To harmonize the provisions in
§812.119(a) with those currently in
§312.70(a), we propose to change the
matter “under complaint” to the matter
“complained of”.

¢ For clarity and consistency with our
current procedures and the proposed
changes to §§312.70(a) and 511.1(c)(1),
we propose to change the language in

2 See, for example, the final rule at 62 FR 46875,

September 5, 1997; clarifying FDA’s authority to
reach sponsor-investigators under the regulations
for disqualification of a clinical investigator.

§812.119(a) from “the disqualification
process will be terminated” to “the
Center will discontinue pursuit of the
disqualification proceeding.”

e For consistency with the proposed
revisions to §§312.70(a) and 511.1(c)(1),
we propose to add “applicable” before
“Center” to read, “If an explanation is
offered but not accepted by the
applicable Center”.

¢ Regarding the question of whether
the investigator is entitled to receive test
articles, we propose to change the term
“entitled” to “eligible”.

e We propose to change the scope of
the question addressed during a part 16
hearing, should the investigator request
and be granted an informal hearing,
from whether the investigator is eligible
to receive investigational devices to
whether the investigator is eligible to
receive “test articles under this part and
eligible to conduct any clinical
investigation that supports an
application for a research or marketing
permit for products regulated by FDA”.
Those FDA-regulated products include
drugs, biologics, devices, new animal
drugs, foods, including dietary
supplements, that bear a nutrient
content claim or a health claim, infant
formulas, food and color additives, and
tobacco products.

In summary, the proposed
harmonized provisions in §§ 312.70(a),
511.1(c)(1), and 812.119(a) provide that
when FDA has information indicating
that a clinical investigator, including a
sponsor-investigator, has repeatedly or
deliberately failed to comply with the
relevant regulatory requirements or has
repeatedly or deliberately submitted to
FDA or to the sponsor of the
investigation false information in any
required report, the applicable FDA
Center notifies the investigator in
writing of the alleged violations. This
written notice offers the investigator an
opportunity to explain the matter in
writing, or, at the option of the
investigator, during an informal
conference. If the investigator offers an
explanation that is accepted by the
applicable Center, that Center will
discontinue pursuit of the
disqualification proceeding. If, however,
the investigator offers an explanation
not accepted by the applicable Center,
the investigator will be offered an
opportunity to request an informal
regulatory hearing 3 under part 16 4 on
the question of whether the investigator
is eligible to receive test articles under

3FDA issues to the investigator a “Notice of
Opportunity for Hearing”. The investigator must
show that there is a genuine and substantial issue
of fact that warrants a hearing (§ 16.26(a)).

4 See part 16, subpart D—Procedures for
Regulatory Hearing.
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the applicable part and eligible to
conduct any clinical investigation that
supports an application for a research or
marketing permit for products regulated
by FDA. Those FDA-regulated products
include drugs, biologics, devices, new
animal drugs, foods, including dietary
supplements, that bear a nutrient
content claim or a health claim, infant
formulas, food and color additives, and
tobacco products.

B. Ineligibility To Receive Any Test
Article (§§ 312.70(b), 511.1(c)(2), and
812.119(b))

1. Proposed Revisions to § 312.70(b)

e For consistency, we propose to refer
to “repeatedly or deliberately” in the
same order throughout the provision.

¢ For clarity, we propose to move
after “submitted” the clause, “to FDA or
to the sponsor”. Therefore, the proposed
provision reads, “or has repeatedly or
deliberately submitted to FDA or to the
sponsor false information in any
required report, * * *”.

e We propose to add a notification to
the reviewing institutional review
board(s) (IRB(s)) about the investigator’s
disqualification. This proposed change
will harmonize § 312.70(b) with FDA’s
current procedures along with those
provisions currently in §812.119(b).
IRBs play a significant role in ensuring
that clinical investigators meet the
applicable statutory and regulatory
requirements.® We therefore propose to
add this provision in § 312.70(b) to help
ensure that any reviewing IRB is aware
of the clinical investigator’s
disqualification.

e We propose to change “entitled” to
“eligible”.

e FDA proposes to harmonize the
disqualification regulations by changing
the investigator’s ineligibility from
receiving “investigational drugs” to
ineligibility to receive “test articles
under this part.” We are also proposing
that an investigator disqualified by a
Commissioner’s decision also will be
ineligible to conduct any clinical
investigation that supports an
application for a research or marketing
permit for products regulated by FDA,
including drugs, biologics, devices, new
animal drugs, foods, including dietary
supplements, that bear a nutrient
content claim or a health claim, infant
formulas, food and color additives, and
tobacco products.

e For clarity and consistency with our
procedures, we propose to add an
explicit reference concerning
notification by FDA about the
investigator’s disqualification. That is,

563 FR 55873 at 55874, October 19, 1998.

the investigator and sponsor will be
notified about the basis for the
disqualification determination. The
notification to the sponsor, for example,
will provide a statement of the basis for
disqualification such as a list of the
investigator’s violations, and also
include instructions concerning ongoing
studies and any approved products
containing the investigator’s data.

e For consistency with our
procedures, we propose to add that the
reviewing IRB(s) also will be notified
about the basis for the disqualification
determination.

2. Proposed Revisions to §511.1(c)(2)

e To harmonize the investigator
disqualification regulations in
§511.1(c)(2) with those currently in
§§312.70(b) and 812.119(b), we propose
to change the first word “If” in
§511.1(c)(2) to read instead, “After
evaluating all available information,
including any explanation presented by
the investigator, if the Commissioner
determines that * * *”.

¢ We propose to change the term
“section” to “subchapter”. The
disqualification action is pursuant to the
investigator’s failure to comply with the
conditions of the exempting regulations
in subchapter E (21 CFR chapter I,
subchapter E)—Animal drugs, feeds,
and related products. Therefore, we
propose “this subchapter” is the
applicable and correct term as opposed
to the narrower reference currently in
§511.1(c)(2) to “this section”.

e For clarity and to harmonize
§511.1(c)(2) with the proposed
investigator disqualification regulations
in §§312.70(b) and 812.119(b), we
propose to move and modify the clause
“to the sponsor of an investigation” and
add “to FDA” and “in any required
report”, to read, “or has repeatedly or
deliberately submitted to FDA or to the
sponsor false information in any
required report, * * *”.

e For clarity and to harmonize the
investigator disqualification regulations,
we propose to change “he” to “the
investigator”.

e We propose to change “entitled” to
“eligible”.

e FDA proposes to harmonize the
disqualification regulations by changing
the investigator’s ineligibility from
receiving “investigational use new
animal drugs” to ineligibility to receive
“test articles under this part.” We are
also proposing that an investigator
disqualified by a Commissioner’s
decision also will be ineligible to
conduct any clinical investigation that
supports an application for a research or
marketing permit for products regulated
by FDA, including drugs, biologics,

devices, new animal drugs, foods,
including dietary supplements, that bear
a nutrient content claim or a health
claim, infant formulas, food and color
additives, and tobacco products.

e For clarity and consistency with our
procedures, we propose to add an
explicit reference concerning
notification by FDA about the
investigator’s disqualification. That is,
the investigator and sponsor will be
notified about the basis for the
disqualification determination. The
notification to the sponsor, for example,
will provide a statement of the basis for
disqualification such as a list of the
investigator’s violations, and also
include instructions concerning ongoing
studies and any approved products
containing the investigator’s data.

3. Proposed Revisions to § 812.119(b)

e For consistency, we propose to refer
to “repeatedly or deliberately” in the
same order throughout the provision.

e For clarity and to harmonize
§812.119(b) with the proposed
investigator disqualification regulations
in §§312.70(b) and 511.1(c)(2), we
propose to move and modify the clause
“to the sponsor of an investigation”, add
“to FDA”, and remove “either”, to read,
“or has repeatedly or deliberately
submitted to FDA or to the sponsor false
information in any required report,

* K %7

e We propose to change “entitled” to
“eligible”.

e FDA proposes to harmonize the
disqualification regulations by changing
the investigator’s ineligibility from
receiving “investigational devices” to
ineligibility to receive “test articles
under this part.” We are also proposing
that an investigator disqualified by a
Commissioner’s decision also will be
ineligible to conduct any clinical
investigation that supports an
application for a research or marketing
permit for products regulated by FDA,
including drugs, biologics, devices, new
animal drugs, foods, including dietary
supplements, that bear a nutrient
content claim or a health claim, infant
formulas, food and color additives, and
tobacco products.

¢ For clarity and consistency with our
procedures, we propose to add an
explicit reference concerning
notification by FDA about the
investigator’s disqualification. That is,
the investigator, sponsor, and reviewing
IRB(s) will be notified about the basis
for the disqualification determination.
The notification to the sponsor, for
example, will provide a statement of the
basis for disqualification such as a list
of the investigator’s violations, and also
include instructions concerning ongoing
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studies and any approved or cleared
products containing the investigator’s
data.

Therefore, as proposed, an
investigator determined to be ineligible
to receive test articles under one part of
FDA'’s regulations also would be
ineligible to conduct any clinical
investigation that supports an
application for a research or marketing
permit for products regulated by FDA,
including drugs, biologics, devices, new
animal drugs, foods, including dietary
supplements, that bear a nutrient
content claim or a health claim, infant
formulas, food and color additives, and
tobacco products. This proposal is
consistent with the underlying rationale
for disqualifying a clinical investigator,
which is to preserve the integrity of
study data and to help ensure the safety,
rights, and welfare of study subjects. As
proposed, those principles would apply
to all test articles and studies; an
investigator who is determined to have
repeatedly or deliberately violated the
regulations while conducting a study of
a particular type of test article sufficient
to warrant disqualification would thus
be ineligible to receive any FDA-
regulated test article or conduct any
clinical investigation that supports an
application for a research or marketing
permit for products regulated by FDA.

C. Disqualified Investigator’s Data in
Applications and Submissions to FDA
(§§312.70(c), 511.1(c)(3), and
812.119(c))

1. Proposed Revisions to § 312.70(c)

Currently, § 312.70(c) provides, “Each
IND and each approved application
submitted under part 314 containing
data reported by an investigator who has
been determined to be ineligible to
receive investigational drugs will be
examined to determine whether the
investigator has submitted unreliable
data that are essential to the
continuation of the investigation or
essential to the approval of any
marketing application.” FDA proposes
to revise the current regulations in
§ 312.70(c) to clarify the applicability of
this provision, update this provision
consistent with §§312.70(b), 511.1(c)(2),
and 812.119(b) of this proposal, and to
harmonize the disqualification
regulations in §§312.70(c), 511.1(c)(3),
and 812.119(c). Therefore, we propose
to amend § 312.70(c) to change “Each
IND and each approved application
submitted under part 314” to “Each
application or submission to FDA under
the provisions of this chapter”. The
“provisions of this chapter” refers to
chapter I and includes INDs and
approved applications submitted under

part 314. Also, we propose to change
“drugs” to “FDA-regulated test articles”;
“continuation of the investigation” to
“continuation of any investigation”; and
add after “essential to the approval of
any marketing application” the phrase
“essential to the continued marketing of
an FDA-regulated product.”

2. Proposed Revisions to §511.1(c)(3)

Currently, § 511.1(c)(3) provides,
“Each ‘Notice of Claimed Investigational
Exemption for a New Animal Drug’ and
each approved new animal drug
application containing data reported by
an investigator who has been
determined to be ineligible to receive
investigational-use new animal drugs
will be examined to determine whether
he has submitted unreliable data that
are essential to the continuation of the
investigation or essential to the approval
of any new animal drug application.”
FDA proposes to revise the current
regulations in § 511.1(c)(3) to clarify the
applicability of this provision, update
this provision consistent with
§§312.70(b), 511.1(c)(2), and 812.119(b)
of this proposal, and to harmonize the
disqualification regulations in
§§312.70(c), 511.1(c)(3), and 812.119(c).
Therefore, we propose to revise
§511.1(c)(3) to provide, “Each
application or submission to FDA under
the provisions of this chapter and
containing data reported by an
investigator who has been determined to
be ineligible to receive FDA-regulated
test articles will be examined to
determine whether the investigator has
submitted unreliable data that are
essential to the continuation of any
investigation or essential to the approval
of any marketing application, or
essential to the continued marketing of
an FDA-regulated product.” The
“provisions of this chapter” refers to
chapter I and includes a notice of
claimed investigational exemption for a
new animal drug and an approved new
animal drug application.

3. Proposed Revisions to § 812.119(c)

Currently, §812.119(c) provides,
“Each investigational device exemption
(IDE) and each cleared or approved
application submitted under this part,
subpart E of part 807 of this chapter, or
part 814 of this chapter containing data
reported by an investigator who has
been determined to be ineligible to
receive investigational devices will be
examined to determine whether the
investigator has submitted unreliable
data that are essential to the
continuation of the investigation or
essential to the approval or clearance of
any marketing application.” FDA
proposes to revise the current

regulations in § 812.119(c) to clarify the
applicability of this provision, update
this provision consistent with
§§312.70(b), 511.1(c)(2), and 812.119(b)
of this proposal, and to harmonize the
disqualification regulations in
§§312.70(c), 511.1(c)(3), and 812.119(c).
Therefore, we propose to revise
§812.119(c) to provide, “Each
application or submission to FDA under
the provisions of this chapter and
containing data reported by an
investigator who has been determined to
be ineligible to receive FDA-regulated
test articles will be examined to
determine whether the investigator has
submitted unreliable data that are
essential to the continuation of any
investigation or essential to the
clearance or approval of any marketing
application, or essential to the
continued marketing of an FDA-
regulated product.” The “provisions of
this chapter” refers to chapter I and
includes investigational device
exemptions (IDEs), and cleared or
approved applications submitted under
part 812; 21 CFR part 807, subpart E; or
part 814 (21 CFR part 814).

D. Disqualified Investigator’s Data in
Applications and Submissions to FDA—
Sponsor Notification, Opportunities,
and Responsibilities (§§ 312.70(d),
511.1(c)(4), and 812.119(d))

1. Proposed Revisions to § 312.70(d)

e In accordance with FDA'’s
procedures and for consistency with the
provisions currently in § 812.119(d), we
propose to add “and the reviewing
IRB(s)” after “shall terminate the IND
immediately and notify the sponsor
* k%7

e We propose to change
“determination” to “termination”. This
correction is consistent with the
regulations currently in §§511.1(c)(4)
and 312.44 and, therefore, will
harmonize and clarify the regulations.
This proposal provides, “If a danger to
the public health exists * * * the
Commissioner shall terminate the IND
immediately and notify the sponsor and
the reviewing IRB(s) of the termination.”

e We propose to add a new sentence
at the end of § 312.70(d), to clarify and
emphasize the sponsor’s responsibilities
under this provision. That is, we
propose to add that when the
Commissioner determines that an
investigation may not be considered in
support of a research or marketing
application, or a notification or petition
submission, this determination does not
relieve the sponsor of any obligation
under any other applicable regulation to
submit to FDA the results of the
investigation.
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2. Proposed Revisions to §511.1(c)(4)

e For the purpose of plain language
and for consistency with the current and
proposed investigator disqualification
regulations, FDA proposes to make
corrections to §511.1(c)(4):

O Change “he shall first” to “the
Commissioner will”,

© Change “before the Food and Drug
Administration pursuant to” to “before
FDA under”,

© Remove “on whether the exemption
should be terminated”,

O Change “he” to “the Commissioner”,

O Change “forthwith” to
“immediately”,

O Change “event” to “case”,

© Change “the Food and Drug
Administration pursuant to” to “FDA
under”, and

O Remove “(see 42 FR 15075, March
22,1977)".

e We propose to add a new sentence
at the end of §511.1(c)(4), to clarify and
emphasize the sponsor’s responsibilities
under this provision. That is, we
propose to add that when the
Commissioner determines that an
investigation may not be considered in
support of a research or marketing
application, or a notification or petition
submission, this determination does not
relieve the sponsor of any obligation
under any other applicable regulation to
submit to FDA the results of the
investigation.

3. Proposed Revisions to §812.119(d)

e We propose to change
“determination” to “termination”. This
correction is consistent with the
regulations currently in § 511.1(c)(4)
and therefore will harmonize and clarify
the regulations. Also, we propose to add
“(s)” at the end of “IRB” because there
might be more than one reviewing IRB,
to provide that “the Commissioner shall
terminate the IDE immediately and
notify the sponsor and the reviewing
IRB(s) of the termination.”

e We propose to add a new sentence
at the end of § 812.119(d). As proposed
for §§312.70(d) and 511.1(c)(4), we
propose to add that when the
Commissioner determines that an
investigation may not be considered in
support of a research or marketing
application, or a notification or petition
submission, this determination does not
relieve the sponsor of any obligation
under any other applicable regulation to
submit to FDA the results of the
investigation.

E. Disqualified Investigator’s Data in
Applications and Submissions to FDA—
Withdrawal of Product Approval
(§§312.70(e), 511.1(c)(5), and
812.119(e))

1. Proposed Revisions to § 312.70(e)

The current investigator
disqualification regulations provide that
if the Commissioner determines, after
the unreliable data submitted by the
investigator are eliminated from
consideration, that the continued
approval of the drug product for which
the data were submitted cannot be
justified, the Commissioner will
proceed to withdraw approval of the
drug product in accordance with the
applicable provisions of the Federal
Food, Drug, and Cosmetic Act as
amended (the FD&C Act). We also note
that the Commissioner would revoke
any biologics license approved under
the Public Health Service Act. To
harmonize the investigator
disqualification regulations in
§§312.70(e), 511.1(c)(5), and 812.119(e),
we propose to remove the reference to
“drug”. To keep the investigator
disqualification regulations consistent,
this proposal also changes the reference
to the applicable provisions of the FD&C
Act to a reference to the applicable
provisions of the relevant statutes.

2. Proposed Revisions to § 511.1(c)(5)

The current investigator
disqualification regulations in
§511.1(c)(5) provide that if the
Commissioner determines, after the
unreliable data submitted by the
investigator are eliminated from
consideration, that the “data remaining
are such that a new animal drug
application would not have been
approved, he will proceed to withdraw
approval of the application in
accordance with section 512(e) of the
act.” This proposal does not change the
meaning of this provision, however, for
simplicity and to keep the investigator
disqualification regulations consistent,
we propose changes to harmonize the
investigator disqualification regulations,
as follows:

¢ Change the “data remaining are
such that a new animal drug application
would not have been approved” to
“continued approval of the product for
which the data were submitted cannot
be justified”,

¢ Change “he” to “the Commissioner”,

¢ Change “application” to “product”,
and

¢ Change “in accordance with section
512(e) of the act” to “in accordance with
the applicable provisions of the relevant
statutes”.

3. Proposed Revisions to § 812.119(e)

The current investigator
disqualification regulations provide that
if the Commissioner determines, after
the unreliable data submitted by the
investigator are eliminated from
consideration, that the continued
clearance or approval of the marketing
application for which the data were
submitted cannot be justified, the
Commissioner will proceed to withdraw
approval or rescind clearance of the
medical device in accordance with the
applicable provisions of the FD&C Act.
We propose to harmonize and simplify
the provisions in §§ 312.70(e),
511.1(c)(5), and 812.119(e). Therefore,
in §812.119(e), we propose to change
“marketing application” and “medical
device” to “product” and change “in
accordance with the applicable
provisions of the act” to “in accordance
with the applicable provisions of the
relevant statutes”. Also, we propose to
change the order of “withdraw approval
or rescind clearance” to “rescind
clearance or withdraw approval” to
match respectively the order at the
beginning of the sentence.

F. Other Proceedings

Although not explicit in the proposed
codified, the disqualification of an
investigator is independent of, and
neither in lieu of nor a precondition to,
other proceedings or actions authorized
by the FD&C Act. That is, at any time,
FDA may, through the Department of
Justice, institute any appropriate
judicial proceedings (civil or criminal)
and any other appropriate regulatory
action, in addition to or in lieu of, and
before, at the time of, or after,
disqualification. Also, FDA may refer
pertinent matters to another Federal,
State, or local government agency for
any action determined appropriate by
that agency.

G. Reinstatement (§§ 312.70(f),
511.1(c)(6), and 812.119(f))

FDA proposes minor revisions to the
regulations currently in §§ 312.70(f),
511.1(c)(6), and 812.119(f), to make the
investigator disqualification regulations
consistent. This proposal changes the
references to an investigator who has
been determined to be ineligible to
receive “investigational drugs”,
“investigational-use new animal drugs”,
and “investigational devices” currently
in those provisions to, instead, reference
an investigator who has been
determined to be ineligible under the
appropriate paragraph in the relevant
section (e.g., in proposed § 312.70(f), “an
investigator who has been determined to
be ineligible under paragraph (b) of
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[§ 312.70] may be reinstated as eligible

* * *”) This proposal also changes the
current references to “parts 50 and 56”
and to “the provisions of this part” in
§§312.70(f) and 812.119(f), and the
reference to “the exempting regulations
in this section” in § 511.1(c)(6), to “the
applicable provisions of this chapter”
(i.e., chapter I). We also added, for
consistency with the proposed changes
to §§312.70(b), 511.1(c)(2), and
812.119(b), the phrase, “and will
conduct any clinical investigation that
supports an application for a research or
marketing permit for products regulated
by FDA”. We therefore propose that an
investigator who has been determined to
be ineligible under §§ 312.70(b),
511.1(c)(2), or 812.119(b), may be
reinstated as eligible when the
Commissioner determines that the
investigator has presented adequate
assurances that the investigator will
employ all test articles, and will
conduct any clinical investigation that
supports an application for a research or
marketing permit for products regulated
by FDA, solely in compliance with the
applicable provisions of chapter I.

H. Part 511 Definitions (§ 511.3)

FDA proposes to amend part 511 by
adding a new section that provides
definitions for a contract research
organization, investigator, sponsor, and
sponsor-investigator. We propose to add
those definitions to harmonize part 511
with other regulations for the
disqualification of a clinical
investigator.

IV. Regulatory Hearing Before the Food
and Drug Administration

We propose to add to 16.1(b)(2) an
entry for 812.119 and to revise the
entries for 312.70 and 511.1(c)(1). Also,
the list of regulatory provisions under
which a part 16 regulatory hearing is
available (§ 16.1(b)(2)) is incomplete.
The provisions for § 58.204(b) (21 CFR
58.204(b)), relating to disqualifying a
testing facility, and § 822.7(a)(3) (21 CFR
822.7(a)(3)), relating to an order to
conduct postmarket surveillance of a
medical device under section 522 of the
FD&C Act (21 U.S.C. 3601), were
inadvertently omitted. We, therefore,
propose to amend part 16 by adding
those provisions.

V. Environmental Impact

The agency has determined under 21
CFR 25.30(h) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

VI. Legal Authority

The disqualification of a clinical
investigator is a remedial measure. The
purpose of disqualifying investigators
who violate the regulations is to
preserve the integrity of data needed to
assess the safety and effectiveness of an
FDA-regulated product before the
product is made available to the public,
and to protect the safety of study
subjects during the conduct of a clinical
investigation and patient safety after the
approval or clearance of a marketing
application.

Although the concept of
disqualification is not explicitly
mentioned in the FD&C Act, FDA has
the authority to disqualify clinical
investigators who violate FDA’s
regulations. The Supreme Court in
Weinberger v. Bentex Pharmaceuticals,
Inc., 412 U.S. 645, 653 (1973) has
recognized that FDA has authority that
“is implicit in the regulatory scheme,
not spelled out in haec verba” in the
statute. As stated in Morrow v. Clayton,
326 F.2d 36, 44 (10th Cir. 1963):

[I]t is a fundamental principle of
administrative law that the powers of an
administrative agency are not limited to
those expressly granted by the statutes,
but include, also, all of the powers that
may fairly be implied therefrom.

See Mourning v. Family Publications
Service, Inc., 411 U.S. 356 (1973), and
National Petroleum Refiners
Association v. FTC, 482 F.2d 672 (DC
Cir. 1973). See also Weinbergerv.
Hynson, Westcott & Dunning, Inc., 412
U.S. 609 (1973); National Nutritional
Foods Association v. Weinberger, 512
F.2d 688, cert denied, 423 U.S. 827
(1975); United States v. Nova Scotia
Food Products Corp., 568 F.2d 240,
246-248 (2d Cir. 1977); American
Frozen Food Institute v. Mathews 413
F.Supp. 548 (D.D.C. 1976) aff’d per
curiam, 555 F.2d 1059 (DC Cir. 1977);
National Confectioners Association v.
Califano, 569 F.2d 690 (DC Cir. 1978);
and National Association of
Pharmaceutical Manufacturers v. FDA,
637 F.2d 877 (2d Cir. 1981).

“[R]egulatory acts should be given a
practical construction, and one which
will enable the agency to perform the
duties required of it by Congress.”
Federal Deposit Ins. Corp. v. Sumner
Fin. Corp., 451 F.2d 898, 904 (5th Cir.
1971). Congressional inaction on
proposed legislation that would state
expressly an agency’s authority to act
does not support an inference that the
agency lacks implicit authority to act
under existing legislation. Red Lion
Broadcasting Co. v. FCC, 395 U.S. 367,
381-382 n. 11 (1969). See also Leist v.
Simplot, 638 F.2d 283, 318 (2d Cir.

1980), affirmed sub nom. Merrill Lynch,
Pierce, Fenner & Smith v. Curran, 456
U.S. 353 (1982). The Supreme Court has
often recognized “the construction of a
statute by those charged with its
administration is entitled to substantial
deference.” United States v. Rutherford,
442 U.S. 544 (1979). Board of Governors
of FRS v. First Lincolnwood, 439 U.S.
234, 248, 99 S.Ct. 505, 513, 58 L.Ed.2d
484 (1978) (the Court’s conclusion “is
influenced by the principle that courts
should defer to an agency’s construction
of its own statutory mandate, Red Lion
Broadcasting Co. v. FCC, 395 U.S. at
381; Commissioner v. Sternberger’s
Estate, 348 U.S. 187, 199 (1955),
particularly when that construction
accords with well established
congressional goals.” 439 U.S. at 251);
Bayside Enterprises, Inc. v. NLRB, 429
U.S. 298, 304, 97 S.Ct. 576, 581, 50
1L.Ed.2d 494 (1977); Udall v. Tallman,
380 U.S. 1, 16, 85 S.Ct. 792, 801, 13
L.Ed.2d 616 (1965).

Under section 701(a) of the FD&C Act
(21 U.S.C. 371(a)), the Commissioner is
empowered to promulgate regulations
for the efficient enforcement of the
FD&C Act. Regulations issued by the
Commissioner under section 701(a) for
determining whether a clinical
investigation of a drug intended for
human use, among other things, was
scientifically reliable and valid to
support approval of a new drug, have
been upheld by the Supreme Court
(Weinberger v. Hynson, Westcott &
Dunning, Inc.); see also Upjohn Co. v.
Finch, 422 F.2nd 944 (6th Cir. 1970);
and Pharmaceutical Manufacturers
Association v. Richardson, 318 F.Supp.
301 (D.Del. 1970)).

Furthermore, sections 505(i), 512(j)
and 520(g) of the FD&C Act regarding
clinical investigations that require prior
FDA authorization direct the
Commissioner to promulgate regulations
to protect the public health in the
course of those investigations. Also,
sections 505(i)(1), 512(j), and
520(g)(2)(A) of the FD&C Act require
that investigations be conducted by
“experts qualified by scientific training
and experience.” An investigator who
repeatedly or deliberately violates the
regulations or who repeatedly or
deliberately submits false information
would not be considered a qualified
expert with the experience required to
conduct investigations of FDA-regulated
articles. Among other stated objectives,
the proposed rulemaking is intended to
fulfill those mandates.

The Commissioner therefore
concludes that legal authority to
promulgate those regulations regarding
clinical investigators exists under
sections 505(i), 512(j), 520(g) and 701(a)
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of the FD&C Act, as essential to
protection of the public health and
safety and to enforcement of the
agency’s responsibilities under sections
409, 502, 503, 505, 506, 510, 512, 513,
514, 515, 518, 519, 520 and 801 of the
FD&C Act (21 U.S.C. 348, 352, 353, 355,
356, 360, 360b, 360c, 360d, 360e, 360h,
3601, 360j and 381), as well as the
responsibilities of FDA under section
351 of the Public Health Service Act (42
U.S.C. 262).

VII. Proposed Implementation Plan

FDA proposes that any final rule that
may issue based on this proposal
become effective 30 days after the date
of publication of the final rule in the
Federal Register.

VIIL Analysis of Impacts

FDA has examined the impacts of the
proposed rule under Executive Order
12866 and the Regulatory Flexibility Act
(5 U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Pub. L.
104—4). Executive Order 12866 directs
agencies to assess all costs and benefits
of available regulatory alternatives and,
when regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity). The
Agency believes that this proposed rule
is not a significant regulatory action as
defined by the Executive order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because this proposed rule
does not impose new requirements on
any entity and therefore has no
associated compliance costs, the Agency
proposes to certify that the final rule
will not have a significant economic
impact on a substantial number of small
entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and Tribal governments, in the
aggregate, or by the private sector, of
$100,000,000 or more (adjusted
annually for inflation) in any one year.”
The current threshold after adjustment
for inflation is $135 million, using the
most current (2009) Implicit Price
Deflator for the Gross Domestic Product.
FDA does not expect this proposed rule
to result in any 1-year expenditure that
would meet or exceed this amount.

A. Objective

The objective of the proposed rule is
to strengthen the process for ensuring
the reliability and integrity of the
clinical trial data supporting FDA
decision-making on product
applications and to help ensure the
adequate protection of research subjects
participating in FDA-regulated clinical
investigations. Specifically, this rule
would expand the scope of FDA’s
disqualification actions so that a
disqualified clinical investigator is
ineligible to receive any FDA-regulated
test article. That is, an investigator
determined to be ineligible to receive
test articles under parts 312, 511 or 812,
will be ineligible to conduct any clinical
investigation that supports an
application for a research or marketing
permit for products regulated by FDA,
including drugs, biologics, devices, new
animal drugs, foods, including dietary
supplements, that bear a nutrient
content claim or a health claim, infant
formulas, food and color additives, and
tobacco products. This action would
help reduce the risk to human subjects
who participate in FDA-regulated
clinical investigations by explicitly
extending a disqualified investigator’s
ineligibility to receive any FDA-
regulated test article. In addition, the
proposed rulemaking would establish
uniform language across the several
existing regulations that address
investigator disqualification.

B. Background

In 2009, the GAO conducted a study
of FDA'’s oversight of clinical
investigators who conduct research
involving new drugs, biologics and
medical devices, “Oversight of Clinical
Investigators—Action Needed To
Improve Timeliness and Enhance Scope
of FDA’s Debarment and
Disqualification Processes for Medical
Product Investigators” (Ref 1.). Among
its findings, the GAO recommended that
FDA amend its regulations to ensure
that those clinical investigators who
have engaged in misconduct sufficient
to warrant disqualification for one type
of investigational medical product are
not able to serve as clinical investigators
for other types of medical products.

Currently, FDA regulations provide
authority to disqualify researchers
conducting clinical investigations of
medical products when FDA determines
that the investigators have not followed
the rules intended to protect study
subjects, or who have submitted false
information. The actions to disqualify
clinical investigators are initiated
because FDA has evidence that the
clinical investigator repeatedly or

deliberately violated FDA’s regulations
governing the proper conduct of clinical
investigations. However, the regulatory
language may allow a disqualified
investigator to participate in clinical
investigations as long as the
investigational products studied are
different from the product involved in
the disqualification.

C. Baseline

To develop a baseline of the
disqualification actions that would be
affected by this proposed rule, FDA’s
Office of Good Clinical Practice
reviewed all FDA disqualification
actions over a 10-year period, 1998—
2007. This time-period was selected to
provide a data set large enough to
analyze and to allow sufficient elapsed
time from initiation to final action to
characterize completed actions. Over
this 10-year period, FDA has initiated a
total of about 60 disqualification
actions, or an average of 6 per year. Of
those 60 disqualification actions, 5
percent of the investigators were not
disqualified. Approximately 75 percent
of clinical investigators entered into a
consent agreement or a restricted
agreement that restricts their ability to
investigate other FDA-regulated
products, i.e., products different from
the one in the study (or studies) that led
to disqualification. A small number of
clinical investigators, about 20 percent
of the disqualification actions, were
ultimately disqualified following a
Commissioner’s decision. In those
matters, FDA does not have regulatory
authority to prohibit those investigators,
who are disqualified by a
Commissioner’s decision, from
conducting investigations involving
other FDA-regulated articles. We have
little, if any, evidence that any of the
investigators to date who have been
disqualified via a Commissioner’s
decision have conducted investigations
with other types of FDA-regulated test
articles. Nonetheless, the agency agrees
with GAO’s recommendation that FDA
have in place uniform and enforceable
regulatory requirements to prevent
clinical investigations in other product
areas by disqualified clinical
investigators.

D. Costs of the Proposed Rule

We estimate that there may be an
average of about 1 or 2 matters per year
of clinical investigators who are
ultimately disqualified via a
Commissioner’s decision. Because the
majority of disqualification actions are
concluded by consent agreements that
specifically preclude the investigator
from investigating other FDA-regulated
articles and current practices already
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reduce the risk of such occurrences, we
do not expect that this proposed rule
would impose additional costs. Past
disqualification actions show little, if
any, evidence that an investigator
disqualified from receiving one type of
test article later conducted a clinical
investigation studying a different type of
test article. Nonetheless, based in part
on GAO recommendations, we find that
explicit regulatory language is needed to
ensure that a disqualified investigator
cannot conduct a clinical investigation
with any FDA-regulated test article.

FDA would realize cost savings if
there are future disqualification matters
involving clinical investigators who are
already disqualified and then conduct
additional research in another FDA-
regulated product area. There would be
no need to bring a second action
because the first disqualification would
prohibit research by the disqualified
investigator with any test article. We
cannot estimate the amount of savings,
but the legal costs avoided would be
considerable for each additional product
area.

E. Benefit

The proposed rule would help ensure
that disqualified investigators cannot
receive any FDA-regulated article, i.e.,
disqualified investigators will be
ineligible to conduct any clinical
investigation that supports an
application for a research or marketing
permit for products regulated by FDA,
including drugs, biologics, devices, new
animal drugs, foods, including dietary
supplements, that bear a nutrient
content claim or a health claim, infant
formulas, food and color additives, and
tobacco products. Explicitly expanding
a disqualified investigator’s ineligibility
to receive any FDA-regulated test article
would help to reduce the risk of
additional violations in other FDA-
regulated investigations and would help
to ensure the integrity of clinical trial
data. This action would help reduce the
risk to human subjects who participate
in FDA-regulated investigations. This
proposed rule may also lead to
improved public confidence in the
clinical data supporting FDA decisions.

F. Alternatives

This proposed rule constitutes a
minor change to existing regulations to
ensure that FDA has the clear regulatory
authority it needs to protect human
subjects from exposure to research
conducted by disqualified clinical
investigators. We considered not
expanding the scope of FDA’s
disqualification actions to include the
ineligibility of a disqualified clinical
investigator to receive any FDA-

regulated test article. However, this
would not meet the objective of helping
to ensure the adequate protection of
human subjects in clinical
investigations or helping to ensure the
reliability and integrity of the clinical
trial data supporting FDA decision-
making on product applications. There
are no other viable alternatives.

G. Small Business Impact

The clinical research community,
including clinical investigators, is
composed of many large and small
business entities. Clinical investigators
may be associated with government and
academic research institutions, contract
research organizations, site-management
organizations, or independent
researchers. Investigational product
research is often sponsored by FDA-
regulated firms that seek to bring a new
product to market.

The proposed rule is not expected to
have a significant economic impact on
a substantial number of small entities as
previously discussed in this document.
As stated above in this section of this
document, we do not expect that the
proposed rule would impose additional
new costs. This proposed rule is
expected to affect an average of about 1
to 2 clinical investigators per year.
Affected investigators are disqualified
because FDA has evidence that the
clinical investigator repeatedly or
deliberately violated FDA’s regulations
governing the proper conduct of clinical
investigations. FDA is not imposing any
additional requirements for the conduct
of clinical investigations used to
support marketing applications. It is
clarifying its regulatory authority over
disqualified investigators. Under this
proposed rule a disqualified investigator
would explicitly be ineligible to
conduct any studies of FDA-regulated
articles. We have little, if any, evidence
that a disqualified investigator has
conducted a clinical investigation
studying a different type of test article.

For the reasons stated above, we
propose to certify that this proposed
rule would not have a significant
economic impact on a substantial
number of small entities.

IX. Paperwork Reduction Act of 1995

This proposed rule contains no new
collections of information. Therefore,
clearance by the Office of Management
and Budget under the Paperwork
Reduction Act of 1995 is not required.

The information collection in § 312.70
pertaining to the disqualification of a
clinical investigator and an
investigator’s opportunity to respond to
FDA is approved under the
investigational new drug regulations,

OMB control number 0910-0014;
expiration date August 31, 2011.6 The
notification of IRB(s) in proposed
§312.70 is approved under OMB control
number 0910-0130—Protection of
Human Subjects; Recordkeeping
Requirements for Institutional Review
Boards (IRBs); expiration date December
31, 2010 (renewal pending at OMB).”
The information collection in §511.1(c)
pertaining to the disqualification of a
clinical investigator and an
investigator’s opportunity to respond to
FDA is approved under the new animal
drugs for investigational use regulations
OMB control number 0910-0117;
expiration date August 31, 2011.8 The
information collection in §812.119
pertaining to the disqualification of a
clinical investigator and an
investigator’s opportunity to respond to
FDA is approved under the
investigational device exemptions
reports and records in part 812, OMB
control number 0910-0078; expiration
date February 28, 2013.9 In addition,
INDs and new drug applications are
approved under OMB control number
0910-0416; animal drug applications,
21 CFR part 514 are approved under
OMB control number 0910-0032;
premarket notification submissions,
510(k), subpart E are approved under
OMB control number 0910-0120; and
premarket approvals of medical devices,
part 814, are approved under OMB
control number 0910-0231.

X. Federalism

FDA has analyzed this proposed rule
in accordance with the principles set
forth in Executive Order 13132. FDA
has determined that the proposed rule,
if finalized, would not contain policies
that would have substantial direct
effects on the States, on the relationship
between the National Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.
Accordingly, the Agency tentatively
concludes that the proposed rule does
not contain policies that have
federalism implications as defined in
the Executive order and, consequently,
a federalism summary impact statement
is not required.

6 See http://www.reginfo.gov/public/do/
PRAViewICR?ref nbr=200905-0910-005 (accessed
on February 4, 2011).

7 See http://www.reginfo.gov/public/do/
PRAViewICR?ref nbr=200711-0910-003 (accessed
on February 4, 2011).

8 See http://www.reginfo.gov/public/do/
PRAViewICR?ref nbr=200806-0910-005 (accessed
on February 4, 2011).

9 See http://www.reginfo.gov/public/do/
PRAViewICR?ref nbr=201001-0910-010 (accessed
on February 4, 2011).
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XI. Request for Comments

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) either electronic or written
comments regarding this document. It is
only necessary to send one set of
comments. It is no longer necessary to
send two copies of mailed comments.
Identify comments with the docket
number found in brackets in the
heading of this document. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday.

XII. References

The following reference has been
placed on display in the Division of
Dockets Management, Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20857 and may be
seen by interested persons between
9 a.m. and 4 p.m., Monday through
Friday. We have verified the Web site
address, but we are not responsible for
any subsequent changes to the Web site
after this document publishes in the
Federal Register.

1. GAO Report to Congressional
Requesters—Oversight of Clinical
Investigators, Action Needed to Improve
Timeliness and Enhance Scope of FDA’s
Debarment and Disqualification
Processes for Medical Product
Investigators; GAO-09-807. See http://
www.gao.gov/new.items/d09807.pdf
(accessed on February 4, 2011).

List of Subjects
21 CFR Part 16

Administrative practice and
procedure.

21 CFR Part 312

Drugs, Exports, Imports,
Investigations, Labeling, Medical
research, Reporting and recordkeeping
requirements, Safety.

21 CFR Part 511

Animal drugs, Medical research,
Reporting and recordkeeping
requirements.

21 CFR Part 812

Health records, Medical devices,
Medical research, Reporting and
recordkeeping requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, it is proposed that
21 CFR parts 16, 312, 511, and 812 be
amended as follows:

PART 16—REGULATORY HEARING
BEFORE THE FOOD AND DRUG
ADMINISTRATION

1. The authority citation for 21 CFR
part 16 continues to read as follows:

Authority: 15 U.S.C. 1451-1461; 21 U.S.C.
141-149, 321-394, 467f, 679, 821, 1034; 28
U.S.C. 2112; 42 U.S.C. 201-262, 263b, 364.

2. Section 16.1 is amended in
paragraph (b)(2) by adding in numerical
sequence entries for “§ 58.204(b)”,
“§812.119”, and “§ 822.7(a)(3)” and by
revising the entries for “§ 312.70” and
“§511.1(c)(1)” to read as follows:

§16.1 Scope.

* * * * *

(b) * % %

(2) * Kk %

§58.204(b), relating to disqualifying a
testing facility.

* * * * *

§312.70, relating to whether an
investigator is eligible to receive test
articles under part 312 of this chapter
and eligible to conduct any clinical
investigation that supports an
application for a research or marketing
permit for products regulated by FDA,
including drugs, biologics, devices, new
animal drugs, foods, including dietary
supplements, that bear a nutrient
content claim or a health claim, infant
formulas, food and color additives, and

tobacco products.
* * * * *

§511.1(c)(1), relating to whether an
investigator is eligible to receive test
articles under part 511 of this chapter
and eligible to conduct any clinical
investigation that supports an
application for a research or marketing
permit for products regulated by FDA
including drugs, biologics, devices, new
animal drugs, foods, including dietary
supplements, that bear a nutrient
content claim or a health claim, infant
formulas, food and color additives, and

tobacco products.
* * * * *

§812.119, relating to whether an
investigator is eligible to receive test
articles under part 812 of this chapter
and eligible to conduct any clinical
investigation that supports an
application for a research or marketing
permit for products regulated by FDA
including drugs, biologics, devices, new
animal drugs, foods, including dietary
supplements, that bear a nutrient
content claim or a health claim, infant
formulas, food and color additives, and

tobacco products.
* * * * *

§822.7(a)(3), relating to an order to
conduct postmarket surveillance of a

medical device under section 522 of the
act.

* * * * *

PART 312—INVESTIGATIONAL NEW
DRUG APPLICATION

3. The authority citation for 21 CFR
part 312 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 360bbb, 371; 42 U.S.C. 262.

4. Section 312.70 is revised to read as
follows:

§312.70 Disqualification of a clinical
investigator.

(a) If FDA has information indicating
that an investigator (including a
sponsor-investigator) has repeatedly or
deliberately failed to comply with the
requirements of this part, part 50 of this
chapter, or part 56 of this chapter, or has
repeatedly or deliberately submitted to
FDA or to the sponsor false information
in any required report, the Center for
Drug Evaluation and Research or the
Center for Biologics Evaluation and
Research will furnish the investigator
written notice of the matter complained
of and offer the investigator an
opportunity to explain the matter in
writing, or, at the option of the
investigator, in an informal conference.
If an explanation is offered and accepted
by the applicable Center, the Center will
discontinue pursuit of the
disqualification proceeding. If an
explanation is offered but not accepted
by the applicable Center, the
investigator will be given an
opportunity for a regulatory hearing
under part 16 of this chapter on the
question of whether the investigator is
eligible to receive test articles under this
part and eligible to conduct any clinical
investigation that supports an
application for a research or marketing
permit for products regulated by FDA.

(b) After evaluating all available
information, including any explanation
presented by the investigator, if the
Commissioner determines that the
investigator has repeatedly or
deliberately failed to comply with the
requirements of this part, part 50 of this
chapter, or part 56 of this chapter, or has
repeatedly or deliberately submitted to
FDA or to the sponsor false information
in any required report, the
Commissioner will notify the
investigator, the sponsor of any
investigation in which the investigator
has been named as a participant, and
the reviewing institutional review board
(IRB(s)) that the investigator is not
eligible to receive test articles under this
part. The notification to the investigator,
sponsor, and IRB(s) will provide a
statement of the basis for such
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determination. The notification also will
explain that an investigator determined
to be ineligible to receive test articles
under this part will be ineligible to
conduct any clinical investigation that
supports an application for a research or
marketing permit for products regulated
by FDA, including drugs, biologics,
devices, new animal drugs, foods,
including dietary supplements, that bear
a nutrient content claim or a health
claim, infant formulas, food and color
additives, and tobacco products.

(c) Each application or submission to
FDA under the provisions of this
chapter and containing data reported by
an investigator who has been
determined to be ineligible to receive
FDA-regulated test articles will be
examined to determine whether the
investigator has submitted unreliable
data that are essential to the
continuation of any investigation or
essential to the approval of any
marketing application, or essential to
the continued marketing of an FDA-
regulated product.

(d) If the Commissioner determines,
after the unreliable data submitted by
the investigator are eliminated from
consideration, that the data remaining
are inadequate to support a conclusion
that it is reasonably safe to continue the
investigation, the Commissioner will
notify the sponsor who shall have an
opportunity for a regulatory hearing
under part 16 of this chapter. If a danger
to the public health exists, however, the
Commissioner shall terminate the IND
immediately and notify the sponsor and
the reviewing IRB(s) of the termination.
In such case, the sponsor shall have an
opportunity for a regulatory hearing
before FDA under part 16 of this chapter
on the question of whether the IND
should be reinstated. The determination
that an investigation may not be
considered in support of a research or
marketing application or a notification
or petition submission does not,
however, relieve the sponsor of any
obligation under any other applicable
regulation to submit to FDA the results
of the investigation.

(e) If the Commissioner determines,
after the unreliable data submitted by
the investigator are eliminated from
consideration, that the continued
approval of the product for which the
data were submitted cannot be justified,
the Commissioner will proceed to
withdraw approval of the product in
accordance with the applicable
provisions of the relevant statutes.

(f) An investigator who has been
determined to be ineligible under
paragraph (b) of this section may be
reinstated as eligible when the
Commissioner determines that the

investigator has presented adequate
assurances that the investigator will
employ all test articles, and will
conduct any clinical investigation that
supports an application for a research or
marketing permit for products regulated
by FDA, solely in compliance with the
applicable provisions of this chapter.

PART 511—NEW ANIMAL DRUGS FOR
INVESTIGATIONAL USE

5. The authority citation for 21 CFR
part 511 continues to read as follows:

Authority: 21 U.S.C. 321, 351, 352, 353,
360Db, 371.

6. Section 511.1 is amended by
revising paragraph (c) to read as follows:

§511.1 New animal drugs for
investigational use exempt from section
512(a) of the act.

* * * * *

(c) Disqualification of a clinical
investigator. (1) If FDA has information
indicating that an investigator
(including a sponsor-investigator) has
repeatedly or deliberately failed to
comply with the conditions of these
exempting regulations or has repeatedly
or deliberately submitted to FDA or to
the sponsor false information in any
required report, the Center for
Veterinary Medicine will furnish the
investigator written notice of the matter
complained of and offer the investigator
an opportunity to explain the matter in
writing, or, at the option of the
investigator, in an informal conference.
If an explanation is offered and accepted
by the Center for Veterinary Medicine,
the Center will discontinue pursuit of
the disqualification proceeding. If an
explanation is offered but not accepted
by the Center for Veterinary Medicine,
the investigator will be given an
opportunity for a regulatory hearing
under part 16 of this chapter on the
question of whether the investigator is
eligible to receive test articles under this
part and eligible to conduct any clinical
investigation that supports an
application for a research or marketing
permit for products regulated by FDA.

(2) After evaluating all available
information, including any explanation
presented by the investigator, if the
Commissioner determines that the
investigator has repeatedly or
deliberately failed to comply with the
conditions of the exempting regulations
in this subchapter, or has repeatedly or
deliberately submitted to FDA or to the
sponsor false information in any
required report, the Commissioner will
notify the investigator and the sponsor
of any investigation in which the
investigator has been named as a
participant that the investigator is not

eligible to receive test articles under this
part. The notification to the investigator
and sponsor will provide a statement of
the basis for such determination. The
notification also will explain that an
investigator determined to be ineligible
to receive test articles under this part
will be ineligible to conduct any clinical
investigation that supports an
application for a research or marketing
permit for products regulated by FDA,
including drugs, biologics, devices, new
animal drugs, foods, including dietary
supplements, that bear a nutrient
content claim or a health claim, infant
formulas, food and color additives, and
tobacco products.

(3) Each application or submission to
FDA under the provisions of this
chapter and containing data reported by
an investigator who has been
determined to be ineligible to receive
FDA-regulated test articles will be
examined to determine whether the
investigator has submitted unreliable
data that are essential to the
continuation of any investigation or
essential to the approval of any
marketing application, or essential to
the continued marketing of an FDA-
regulated product.

(4) If the Commissioner determines,
after the unreliable data submitted by
the investigator are eliminated from
consideration, that the data remaining
are inadequate to support a conclusion
that it is reasonably safe to continue the
investigation, the Commissioner will
notify the sponsor who shall have an
opportunity for a regulatory hearing
under part 16 of this chapter. If a danger
to the public health exists, however, the
Commissioner shall terminate the
exemption immediately and notify the
sponsor of the termination. In such case,
the sponsor shall have an opportunity
for a regulatory hearing before FDA
under part 16 of this chapter on the
question of whether the exemption
should be reinstated. The determination
that an investigation may not be
considered in support of a research or
marketing application or a notification
or petition submission does not,
however, relieve the sponsor of any
obligation under any other applicable
regulation to submit to FDA the results
of the investigation.

(5) If the Commissioner determines,
after the unreliable data submitted by
the investigator are eliminated from
consideration, that the continued
approval of the product for which the
data were submitted cannot be justified,
the Commissioner will proceed to
withdraw approval of the product in
accordance with the applicable
provisions of the relevant statutes.
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(6) An investigator who has been
determined to be ineligible under
paragraph (c)(2) of this section may be
reinstated as eligible when the
Commissioner determines that the
investigator has presented adequate
assurances that the investigator will
employ all test articles, and will
conduct any clinical investigation that
supports an application for a research or
marketing permit for products regulated
by FDA, solely in compliance with the
applicable provisions of this chapter.

* * * * *

7. Part 511 is amended by adding
§511.3 to read as follows:

§511.3 Definitions.

As used in this part:

Contract research organization means
a person that assumes, as an
independent contractor with the
sponsor, one or more of the obligations
of a sponsor, e.g., design of a protocol,
selection or monitoring of
investigations, evaluation of reports,
and preparation of materials to be
submitted to FDA.

Investigator means an individual who
actually conducts a clinical
investigation (i.e., under whose
immediate direction the drug is
administered or dispensed to a subject).
In the event an investigation is
conducted by a team of individuals, the
investigator is the responsible leader of
the team. “Subinvestigator” includes any
other individual member of that team.

Sponsor means a person who takes
responsibility for and initiates a clinical
investigation. The sponsor may be an
individual or pharmaceutical company,
governmental agency, academic
institution, private organization, or
other organization. The sponsor does
not actually conduct the investigation
unless the sponsor is a sponsor-
investigator. A person other than an
individual that uses one or more of its
own employees to conduct an
investigation that it has initiated is a
sponsor, not a sponsor-investigator, and
the employees are investigators.

Sponsor-investigator means an
individual who both initiates and
conducts an investigation, and under
whose immediate direction the
investigational drug is administered or
dispensed. The term does not include
any person other than an individual.
The requirements applicable to a
sponsor-investigator under this part
include both those applicable to an
investigator and a sponsor.

PART 812—INVESTIGATIONAL
DEVICE EXEMPTIONS

8. The authority citation for 21 CFR
part 812 continues to read as follows:

Authority: 21 U.S.C. 331, 351, 352, 353,
355, 360, 360c—360f, 360h—360j, 371, 372,
374, 379e, 381, 382, 383; 42 U.S.C. 216, 241,
262, 263b—263n.

9. Section 812.119 is revised to read
as follows:

§812.119 Disqualification of a clinical
investigator.

(a) If FDA has information indicating
that an investigator (including a
sponsor-investigator) has repeatedly or
deliberately failed to comply with the
requirements of this part, part 50 of this
chapter, or part 56 of this chapter, or has
repeatedly or deliberately submitted to
FDA or to the sponsor false information
in any required report, the Center for
Devices and Radiological Health, the
Center for Biologics Evaluation and
Research, or the Center for Drug
Evaluation and Research will furnish
the investigator written notice of the
matter complained of and offer the
investigator an opportunity to explain
the matter in writing, or, at the option
of the investigator, in an informal
conference. If an explanation is offered
and accepted by the applicable Center,
the Center will discontinue pursuit of
the disqualification proceeding. If an
explanation is offered but not accepted
by the applicable Center, the
investigator will be given an
opportunity for a regulatory hearing
under part 16 of this chapter on the
question of whether the investigator is
eligible to receive test articles under this
part and eligible to conduct any clinical
investigation that supports an
application for a research or marketing
permit for products regulated by FDA.

(b) After evaluating all available
information, including any explanation
presented by the investigator, if the
Commissioner determines that the
investigator has repeatedly or
deliberately failed to comply with the
requirements of this part, part 50 of this
chapter, or part 56 of this chapter, or has
repeatedly or deliberately submitted to
FDA or to the sponsor false information
in any required report, the
Commissioner will notify the
investigator, the sponsor of any
investigation in which the investigator
has been named as a participant, and
the reviewing IRB(s) that the
investigator is not eligible to receive test
articles under this part. The notification
to the investigator, sponsor, and IRB(s)
will provide a statement of the basis for
such determination. The notification
also will explain that an investigator

determined to be ineligible to receive
test articles under this part will be
ineligible to conduct any clinical
investigation that supports an
application for a research or marketing
permit for products regulated by FDA,
including drugs, biologics, devices, new
animal drugs, foods, including dietary
supplements, that bear a nutrient
content claim or a health claim, infant
formulas, food and color additives, and
tobacco products.

(c) Each application or submission to
FDA under the provisions of this
chapter and containing data reported by
an investigator who has been
determined to be ineligible to receive
FDA-regulated test articles will be
examined to determine whether the
investigator has submitted unreliable
data that are essential to the
continuation of any investigation or
essential to the clearance or approval of
any marketing application, or essential
to the continued marketing of an FDA-
regulated product.

(d) If the Commissioner determines,
after the unreliable data submitted by
the investigator are eliminated from
consideration, that the data remaining
are inadequate to support a conclusion
that it is reasonably safe to continue the
investigation, the Commissioner will
notify the sponsor who shall have an
opportunity for a regulatory hearing
under part 16 of this chapter. If a danger
to the public health exists, however, the
Commissioner shall terminate the IDE
immediately and notify the sponsor and
the reviewing IRB(s) of the termination.
In such case, the sponsor shall have an
opportunity for a regulatory hearing
before FDA under part 16 of this chapter
on the question of whether the IDE
should be reinstated. The determination
that an investigation may not be
considered in support of a research or
marketing application or a notification
or petition submission does not,
however, relieve the sponsor of any
obligation under any other applicable
regulation to submit to FDA the results
of the investigation.

(e) If the Commissioner determines,
after the unreliable data submitted by
the investigator are eliminated from
consideration, that the continued
clearance or approval of the product for
which the data were submitted cannot
be justified, the Commissioner will
proceed to rescind clearance or
withdraw approval of the product in
accordance with the applicable
provisions of the relevant statutes.

(f) An investigator who has been
determined to be ineligible under
paragraph (b) of this section may be
reinstated as eligible when the
Commissioner determines that the
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investigator has presented adequate
assurances that the investigator will
employ all test articles, and will
conduct any clinical investigation that
supports an application for a research or
marketing permit for products regulated
by FDA, solely in compliance with the
applicable provisions of this chapter.

Dated: April 7, 2011.
David Dorsey,

Acting Deputy Commissioner for Policy,
Planning and Budget.

[FR Doc. 2011-8786 Filed 4—12—11; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Chapter |
[Docket No. FDA-2011-N-0251]

FDA Food Safety Modernization Act:
Focus on Preventive Controls for
Facilities; Public Meeting

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of public meeting;
request for comment.

SUMMARY: The Food and Drug
Administration (FDA) is announcing a
public meeting entitled “FDA Food
Safety Modernization Act: Focus on
Preventive Controls for Facilities.” The
purpose of the public meeting is to
provide interested persons an
opportunity to discuss implementation
of the preventive controls for facilities
provisions of the recently enacted FDA
Food Safety Modernization Act (FSMA).
FDA is seeking information on
preventive controls used by facilities to
identify and address hazards associated
with specific types of food and specific
processes. The public will have an
opportunity to provide information and
share views that will inform the
development of guidance and
regulations on preventive controls for
food facilities that manufacture, process,
pack or hold human food or animal food
and feed (including pet food).

DATES: See “How to Participate in the
Meeting” in the SUPPLEMENTARY
INFORMATION section of this document.
FOR FURTHER INFORMATION CONTACT:
Patricia M. Kuntze, Office of External
Affairs, Food and Drug Administration,
10903 New Hampshire Ave., Bldg. 32,
rm. 5322, Silver Spring, MD 20993,
301-796-8641,
Patricia.Kuntze@fda.hhs.gov.

SUPPLEMENTARY INFORMATION:

I. Background

FSMA (Pub. L. 111-353) amends the
Federal Food, Drug, and Cosmetic Act
(the FD&C Act) to establish the
foundation for a modernized,
prevention-based food safety system and
gives FDA for the first time a legislative
mandate to require comprehensive,
science-based preventive controls across
the food supply.

In particular, section 103 of FSMA
requires the owner, operator, or agent in
charge of a facility that is required to
register under section 415 of the FD&C
Act (21 U.S.C. 350d) to take certain
preventive actions, including to
evaluate the hazards that could affect
food manufactured, processed, packed,
or held by the facility, and to identify
and implement preventive controls to
significantly minimize or prevent the
occurrence of such hazards. FDA is
required to develop regulations to
establish science-based standards for
conducting a hazard analysis,
documenting hazards, implementing
preventive controls, and documenting
their implementation.

In addition, FDA is required to issue
guidance with respect to hazard analysis
and preventive controls. Given the
diversity of registered facilities and
regulated foods, FDA will use the
guidance to assist the food and feed
industries in complying with the
preventive controls regulations, when
they are finalized. FDA will leverage,
where appropriate, best practices for
hazards and controls identified by
industry for specific types of food and
feed and specific methods in
manufacturing, processing, packing, and
holding food and feed. FDA is interested
in making appropriate best practices
publicly available. FDA is particularly
interested in preventive control
practices that are applicable and
practical for small and very small
businesses to implement.

II. Purpose and Format of the Meeting

If you wish to attend and/or present
at the meeting scheduled for April 20,
2011, please register by e-mail at
http://www.blsmeetings.net/
FDAPreventiveControls by April 15,
2011. FDA is holding the public meeting
on section 103 of FSMA to receive input
from the public to inform the
development of the regulations and
guidance identified previously in this
document. FDA will also consider input
it has received previously through its
engagement of stakeholders as part of
the process to examine and update
current good manufacturing practice
requirements and to develop an animal
feed safety system.

In general, the meeting format will
include introductory presentations by
FDA. Listening to our stakeholders is
the primary purpose of this meeting. In
order to meet this goal, FDA will
provide multiple opportunities for
individuals to actively express their
views by making presentations at the
meeting, participating in a total of three
75-minute break-out sessions on the
provisions discussed at the meeting, and
submitting written comments to the
docket within 30 days after this
meeting. (Participants can select up to
three of the following five break-out
sessions: Preventive Controls Guidance,
On-Farm Manufacturing and Small
Business, Product Testing and
Environmental Monitoring, Training
and Technical Assistance, and
Preventive Controls and the
Relationship to cGMPs.) There will be
an interactive Webcast; see section III of
this document, “How to Participate in
the Meeting.” In order to provide
Webcast participants with information
before and after the meeting, we request
attendees provide their name, their
affiliation, and email when registering.

III. How To Participate in the Meeting

Stakeholders will have an opportunity
to provide oral comments. Due to
limited space and time, FDA encourages
all persons who wish to attend the
meeting, including those requesting an
opportunity to make an oral
presentation during the time allotted for
public comment at the meeting, to
register in advance and to provide the
specific topic or issue to be addressed
and the approximate desired length of
their presentation. Depending on the
number of requests for such oral
presentations, there may be a need to
limit the time of each oral presentation
(e.g., 3 minutes each). If time permits,
individuals or organizations that did not
register in advance may be granted the
opportunity for such an oral
presentation. FDA would like to
maximize the number of stakeholders
who make a presentation at the meeting
and will do our best to accommodate all
persons who wish to make a
presentation or express their views at
the meeting. FDA anticipates that there
will be several opportunities to speak in
break-out sessions and an interactive
Webcast will also be available for
stakeholders who are not onsite.

FDA encourages persons and groups
who have similar interests to
consolidate their information for
presentation through a single
representative. After reviewing the
presentation requests, FDA will notify
each participant before the meeting of
the amount of time available and the
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approximate time their presentation is

scheduled to begin.

There is no fee to register for the
public meeting and registration will be

on a first-come, first-served basis. Early

registration is recommended because
seating is limited. Onsite registration
will be accepted after all preregistered
attendees are seated.

the docket.

Table 1 of this document provides
information on participating in the
meeting and on submitting comments to

TABLE 1—INFORMATION ON PARTICIPATION IN THE MEETING AND SUBMITTING COMMENTS

Date

Electronic address

Address (non-electronic)

Other information

Date of Public Meeting

Webcast

Advance Registration ...............

Request special accommoda-
tions due to disability.

Make a request for oral pres-
entation.

Provide a brief description of
the oral presentation and
any written material for the
presentation.

Submit electronic or written
comments.

April 20, 2011, 9 a.m. to 5:30
p.m.

April 20, 2011, 9 a.m. to 5:30
p.m.

By April 15, 2011

By April 15, 2011

By April 15, 2011

By April 15, 2011

Submit comments by May 20,
2011.

https://collaboration.fda.gov/
preventivecontrols/.

http://www.blsmeetings.net/
FDAPreventiveControls.

http://www.blsmeetings.net/
FDAPreventiveControls.

http://www.blsmeetings.net/
FDAPreventiveControls.

Federal eRulemaking Portal:
http://www.regulations.gov.
Follow the instructions for
submitting comments.

FDA White Oak Campus, The
Great Room, Bldg. 31, rm.
1503, 10903 New Hamp-
shire Ave., Silver Spring, MD
20993.

Patricia M. Kuntze, 301-796—
8641, email: Patricia.Kuntze
@fda.hhs.gov.

FAX: 301-827-6870. Mail/
Hand delivery/Courier (for
paper, disk, or CD-ROM
submissions):  Division  of
Dockets Management (HFA—
305), Food and Drug Admin-
istration, 5630 Fishers Lane,
rm. 1061, Rockville, MD
20852.

Registration begins at 7:30
a.m.

¢ If you have never attended a
ConnectPRO meeting: Test
your connection: https://col-
laboration.fda.gov/common/
help/en/support/meet-
ing_test.htm. Get a quick
overview: http://
www.adobe.comgo/
connectpro_overview.!
The webcast will provide
closed captioning.
Registration to attend the
meeting will also be accept-
ed onsite on the day of the
meeting, as space permits.
Registration information may
be posted without change to
http://www.regulations.gov,
including any personal infor-
mation provided.

Requests made on the day of
the meeting to make an oral
presentation may be granted
as time permits. Information
on requests to make an oral
presentation may be posted
without change to http:/
www.regulations.gov, includ-
ing any personal information
provided.

Written material associated
with an oral presentation
should be submitted in
Microsoft PowerPoint, Micro-
soft Word, or Adobe Port-
able Document Format
(PDF) and may be posted
without change to http://
www.regulations.gov, includ-
ing any personal information
provided.

All comments must include the
Agency name and the dock-
et number in brackets in the
heading of this document. All
received comments may be
posted without change to
http://www.regulations.gov,
including any personal infor-
mation provided. FDA en-
courages the submission of
electronic comments by
using the Federal
eRulemaking Portal. For ad-
ditional information on sub-
mitting comments, see the
“Comments” heading of the
SUPPLEMENTARY INFOR-
MATION section of this doc-
ument.

1Adobe, the Adobe logo, Acrobat and Acrobat Connect are either registered trademarks or trademarks of Adobe Systems Incorporated in the United States and/or

other countries.
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IV. Comments

Regardless of attendance at the public
meeting, interested persons may submit
to the Division of Dockets Management
(see table 1 of this document) either
electronic or written comments for
consideration at or after the meeting in
addition to, or in place of, a request for
an opportunity to make an oral
presentation. It is only necessary to send
one set of comments. It is no longer
necessary to send two copies of mailed
comments. Received comments may be
seen in the Division of Dockets
Management between 9 a.m. and 4 p.m.,
Monday through Friday.

V. Transcripts

Please be advised that as soon as a
transcript is available, it will be
accessible at http://www.regulations.gov
and http://www.fda.gov/Food/
FoodSafety/FSMA/default.htm. It may
be viewed at the Division of Dockets
Management (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. A transcript
will also be available in either hardcopy
or on CD-ROM, after submission of a
Freedom of Information request. Written
requests are to be sent to Division of
Freedom of Information (HFI-35), Office
of Management Programs, Food and
Drug Administration, 5600 Fishers
Lane, rm. 6—30, Rockville, MD 20857.

Dated: April 7, 2011.
David Dorsey,

Acting Deputy Commissioner for Policy,
Planning and Budget.

[FR Doc. 2011-8785 Filed 4-12-11; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF STATE
22 CFR Parts 120 and 124
[Public Notice: 7415]

RIN 1400-AC80

International Traffic in Arms
Regulations: Defense Services

AGENCY: Department of State.
ACTION: Proposed rule.

SUMMARY: The Department of State
proposes to amend the International
Traffic in Arms Regulations (ITAR) to
update the policy regarding defense
services, to clarify the scope of activities
that are considered a defense service,
and to provide definitions of
“Organizational-Level Maintenance,”
“Intermediate-Level Maintenance,” and
“Depot-Level Maintenance,” and to
make other conforming changes.

DATES: The Department of State will
accept comments on this proposed rule
until June 13, 2011.

ADDRESSES: Interested parties may
submit comments within 60 days of the
date of the publication by any of the
following methods:

e E-mail:
DDTCResponseTeam@state.gov with the
subject line, “Regulatory Changes—
Defense Services.”

e Mail: PM/DDTC, SA-1, 12th Floor,
Directorate of Defense Trade Controls,
Office of Defense Trade Controls Policy,
ATTN: Regulatory Changes—Defense
Services, Bureau of Political Military
Affairs, U.S. Department of State,
Washington, DC 20522-0112.

e Internet: View this notice by
searching for its RIN on the U.S.
Government regulations Web site at
http://www.regulations.gov.

FOR FURTHER INFORMATION CONTACT:
Director Charles B. Shotwell, Office of
Defense Trade Controls Policy,
Department of State, Telephone (202)
663—1282 or Fax (202) 261-8199; E-mail
DDTCResponseTeam@state.gov. ATTN:
Regulatory Changes—Defense Services.

SUPPLEMENTARY INFORMATION: As part of
the President’s Export Control Reform
effort, the Department of State is
proposing to amend parts 120 and 124
of the ITAR to reflect new policy
regarding coverage of defense services.
The Department reviewed the ITAR’s
treatment of defense services with a
view to enhancing support to allies and
friends, improving efficiency in
licensing, and reducing unintended
consequences. As a result, it was
determined that the current definition of
defense services in § 120.9 is overly
broad, capturing certain forms of
assistance or services that do not
warrant ITAR control. The proposed
change in subpart (a) of the definition of
“defense services” narrows the focus of
services to furnishing of assistance
(including training) using “other than
public domain data”, integrating items
into defense articles, or training of
foreign forces in the employment of
defense articles. Consequently, services
based solely upon the use of public
domain data would not constitute
defense services under this part of the
definition and, therefore, would not
require a license, technical assistance
agreement, or manufacturing license
agreement to provide to a foreign
person. The proposed new definition of
defense service also includes a new
provision that would control the
“integration” of items, whether
controlled by the U.S. Munitions List
(USML) or the Commerce Control List
(CCL), into USML controlled defense

articles even if ITAR-controlled
“technical data” is not provided to a
foreign person during the provision of
such services. Additionally, the new
rule specifies that training for foreign
“units or forces” will be considered a
defense service only if the training
involves the employment of a defense
article, regardless of whether technical
data is involved. This operational
definition improves upon the current
open-ended wording of § 120.9(a)(3),
which covers “military training of
foreign units and forces.” Also,
significantly, the proposed new rule
specifies in subpart (b) examples of
activities that do not constitute defense
services. For example, the proposed
new rule would prevent the anomalous
situation where foreign companies are
reluctant to hire U.S. citizens for fear
that such employment alone constitutes
a defense service, even where no
technical data would be transferred to
the employer.

A new §120.38 is proposed to provide
definitions for “Organizational-Level
Maintenance” (or basic level
maintenance), “Intermediate-Level
Maintenance,” and “Depot-Level
Maintenance,” terms used in the
proposed revision of § 120.9.

The Department proposes to make
several other conforming changes to the
ITAR. The proposed rule modifies
§ 124.1(a), which describes the approval
requirements of manufacturing license
agreements and technical assistance
agreements. The proposed change
removes the requirement in § 124.1(a) to
seek the Directorate of Defense Trade
Controls’ approval if the defense service
that is being rendered uses public
domain data or data otherwise exempt
from ITAR licensing requirements. This
change would be made to conform with
the revisions made to §120.9. The
Department proposes to delete
§124.2(a), as this requirement is no
longer applicable as a result of proposed
changes to § 120.9. Conforming changes
are to be made to § 124.2(c) to reflect the
proposed deletion of § 124.2(a).

This proposed rule was presented to
the Defense Trade Advisory Group
(DTAG), a Department of State advisory
committee, for purposes of comment
and evaluation. The DTAG commented
favorably on most aspects of this
proposed rule, but also recommended
certain changes. Having thoroughly
reviewed and evaluated the comments
and the recommended changes, the
Department has determined that it will
proceed with the proposed rule per the
Department’s evaluation of the written
comments and recommendations as
follows:
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The DTAG recommended the qualifier
“U.S. origin” be added before “technical
data” in the proposed § 120.9. We note
the current definition of technical data
in § 120.10 is not restricted to U.S.
origin data. We do not believe that a
departure from the existing definition of
technical data for the purposes of
defense services is prudent. However,
the confusion caused by the term
“technical data” lead to the rewrite of
the definition to require the use of data
“other than public domain data” as the
regulatory standard. This rewrite
provides clarity and an objective
standard that can be easily applied.
Using data that is “other than public
domain data,” including proprietary
data or “technology” “subject to the
Export Administration Regulations,” to
provide assistance would constitute a
defense service under this change. The
DTAG also recommended adding
definitions of “intermediate or depot
level repair or maintenance.” We agreed
with the recommendation and added
such definitions in a new § 120.38. The
DTAG agreed with the addition of
“integration” but recommended that a
definition of that term be added,
especially to distinguish it from
“installation.” We declined to accept
that recommendation, finding that
integration has plain meaning in the
context of the proposed rule. As used in
the proposed definition of defense
services, “installation” means the act of
putting something in its pre-determined
place and does not require changes or
modifications to the item in which it is
being installed (e.g., installing a
dashboard radio into a military vehicle
where no changes or modifications to
the vehicle are required; connecting
wires and fastening the radio inside of
the preexisting opening is the only
assistance that is necessary).
“Integration” means the systems
engineering design process of uniting
two or more things in order to form,
coordinate, or blend into a functioning
or unified whole, including
introduction of software to enable
proper operation of the device. This
includes determining where to install
something (e.g., integration of a civil
engine into a destroyer which requires
changes or modifications to the
destroyer in order for the civil engine to
operate properly; not simply plug and
play). The DTAG suggested that
language in § 120.9(a)(3) be changed
from “whether or not use of technical
data is involved” to “whether or not the
transfer of technical data is involved.”
We adopted that recommendation.

The DTAG suggested we add
definitions of “irregular forces” and

“tactical employment.” We did not agree
with the need to define the first term,
believing that the meaning should be
clear in the context of the proposed rule.
Subsequent to the DTAG’s evaluation of
this proposed rule, the word “tactical”
was removed from before the word
“employment” in § 120.9(a)(3). In
§120.9(a)(3), the DTAG recommended
we change “conducting direct combat
operations or providing intelligence
services for a foreign person” to
“conducting direct combat operations of
a military function for or providing
military intelligence services to a
foreign person.” We do not believe that
adding the words “military function” or
“military” are necessary or add clarity.
The clarification in subsection § 120.9

(b)(5) suffices.

The DTAG advised that “U.S. citizen”
in §120.9 (b)(2) be changed to “U.S.
person.” We did not concur with that
recommendation because the proposed
rule was intended to cover individuals,
not business entities such as
corporations. The use of “U.S. persons”
would have included the latter. The
DTAG recommended we add the words
“or installed” after the word “integrated”
in §120.9 (b)(3). We accepted the
inclusion of those words, but
subsequently changed the word
“integrated” to “incorporated.” The
DTAG also suggested adding “physical
security or personal protective training”
to §120.9 (b)(4). We accepted that
change.

Regulatory Analysis and Notices

Administrative Procedure Act

The Department of State is of the
opinion that controlling the import and
export of defense services is a foreign
affairs function of the United States
Government and that rules
implementing this function are exempt
from § 553 (Rulemaking) and § 554
(Adjudications) of the Administrative
Procedure Act. Although the
Department is of the opinion that this
proposed rule is exempt from the
rulemaking provisions of the APA, the
Department is publishing this proposed
rule with a 60-day provision for public
comment and without prejudice to its
determination that controlling the
import and export of defense services is
a foreign affairs function.

Regulatory Flexibility Act

Since this proposed amendment is not
subject to 5 U.S.C. 553, it does not
require analysis under the Regulatory
Flexibility Act.

Unfunded Mandates Reform Act of 1995

This proposed amendment does not
involve a mandate that will result in the
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
in any year and it will not significantly
or uniquely affect small governments.
Therefore, no actions were deemed
necessary under the provisions of the
Unfunded Mandates Reform Act of
1995.

Small Business Regulatory Enforcement
Fairness Act of 1996

This proposed amendment has been
found not to be a major rule within the
meaning of the Small Business
Regulatory Enforcement Fairness Act of
1996.

Executive Orders 12372 and 13132

This proposed amendment will not
have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 13132,
it is determined that this proposed
amendment does not have sufficient
federalism implications to require
consultations or warrant the preparation
of a federalism summary impact
statement. The regulations
implementing Executive Order 12372
regarding intergovernmental
consultation on Federal programs and
activities do not apply to this proposed
amendment.

Executive Order 12866

The Department of State does not
consider this proposed rule to be a
“significant regulatory action” under
Executive Order 12866, section 3(f),
Regulatory Planning and Review. The
Department is of the opinion that
controlling the import and export of
defense articles and services is a foreign
affairs function of the United States
Government and that rules governing
the conduct of this function are exempt
from the requirements of Executive
Order 12866.

Executive Order 13563

The Department of State has
considered this rule in light of Section
1(b) of Executive Order 13563, dated
January 18, 2011, and affirms that this
regulation is consistent with the
guidance therein.

Executive Order 12988

The Department of State has reviewed
this proposed amendment in light of
sections 3(a) and 3(b)(2) of Executive
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Order 12988 to eliminate ambiguity,
minimize litigation, establish clear legal
standards, and reduce burden.

Executive Order 13175

The Department of State has
determined that this proposed
amendment will not have tribal
implications, will not impose
substantial direct compliance costs on
Indian tribal governments, and will not
pre-empt tribal law. Accordingly, the
requirement of Section 5 of Executive
Order 13175 does not apply to this
proposed amendment.

Paperwork Reduction Act

This proposed amendment does not
impose any new reporting or
recordkeeping requirements subject to
the Paperwork Reduction Act, 44 U.S.C.
Chapter 35.

List of Subjects in 22 CFR Parts 120 and
124

Arms and munitions, Exports.

Accordingly, for the reasons set forth
above, title 22, chapter I, subchapter M,
parts 120 and 124 are amended as
follows:

PART 120—PURPOSE AND
DEFINITIONS

1. The authority citation for part 120
continues to read as follows:

Authority: Secs. 2, 38, and 71, Pub. L. 90—
629, 90 Stat. 744 (22 U.S.C. 2752, 2778,
2797); 22 U.S.C. 2794; E.O. 11958, 42 FR
4311; E.O. 13284, 68 FR 4075; 3 CFR, 1977
Comp. p. 79; 22 U.S.C. 2651a; Pub. L. 105—
261, 112 Stat. 1920.

2. Section 120.9 is amended by
revising paragraphs (a)(1), (a)(2), and
(a)(3), and adding new paragraphs (a)(4)
and (b) to read as follows:

§120.9 Defense service.

(a) * *x %

(1) The furnishing of assistance
(including training) using other than
public domain data to foreign persons
(see § 120.16 of this subchapter),
whether in the United States or abroad,
in the design, development,
engineering, manufacture, production,
assembly, testing, intermediate or depot
level repair or maintenance (see
§120.38 of this subchapter),
modification, demilitarization,
destruction, or processing of defense
articles (see § 120.6 of this subchapter);
or

(2) The furnishing of assistance to
foreign persons, whether in the United
States or abroad, for the integration of
any item controlled on the U.S.
Munitions List (USML) (see §121.1 of
this subchapter) or the Commerce

Control List (see 15 CFR part 774) into
an end item (see § 121.8(a) of this
subchapter) or component (see
§121.8(b) of this subchapter) that is
controlled as a defense article on the
USML, regardless of the origin; or

(3) Training or providing advice to
foreign units and forces, regular and
irregular, regardless of whether
technical data is transferred to a foreign
person, including formal or informal
instruction of foreign persons in the
United States or abroad by any means
including classroom or correspondence
instruction, conduct or evaluation of
training and training exercises, in the
employment of defense articles; or

(4) Conducting direct combat
operations for or providing intelligence
services to a foreign person directly
related to a defense article.

(b) The following is not a defense
service:

(1) Training in the basic operation
(functional level) or basic maintenance
(see §120.38) of a defense article; or

(2) Mere employment of a U.S. citizen
by a foreign person; or

(3) Testing, repair, or maintenance of
an item “subject to the Export
Administration Regulations” (see 15
CFR 734.2) administered by the
Department of Commerce, Bureau of
Industry and Security, that has been
incorporated or installed into a defense
article; or

(4) Providing law enforcement,
physical security or personal protective
training, advice, or services to or for a
foreign person (see § 120.16 of this
subchapter), using only public domain
data; or

(5) Providing assistance (including
training) in medical, logistical (other
than maintenance), or other
administrative support services to or for
a foreign person.

3. Sections 120.33 through 120.37 are
added and reserved, and a new §120.38
is to be added to read as follows:

§120.33-120.37 [Reserved]

§120.38 Maintenance levels.

(a) Organizational-level maintenance
(or basic level maintenance) is the first
level of maintenance performed by an
end-user unit or organization “on-
equipment” (directly on the defense
article or support equipment) assigned
to the inventory of the end-user unit or
organization. Its phases consist of
repair, inspecting, servicing, or
calibration, testing, lubricating and
adjusting equipment, as well as
replacing minor parts, components,
assemblies and line-replaceable spares
or units.

(b) Intermediate-level maintenance is
second-level maintenance performed

“off-equipment” (on removed
components, parts, or equipment) by
designated maintenance shops or
centers, tenders, and mobile teams in
direct support of end-users units or
organizations. Its phases consist of:
Calibration, repair, or testing and
replacement of damaged or
unserviceable parts, components, or
assemblies.

(c) Depot-level maintenance is third-
level maintenance performed on-or off-
equipment at or by a major repair
facility, shipyard, or field team with
extensive equipment, and personnel of
higher technical skill in direct support
of end-user units or organizations. It
consists of providing evaluation or
repair beyond unit or organizations
capability. Its phases include:
Inspection, testing, calibration or repair,
including overhaul, reconditioning and
one-to-one replacement of any defective
items, parts or components; and
excluding any modification,
enhancement upgrade or other form of
alteration or improvement that enhances
the performance or capability of the
defense article.

PART 124—AGREEMENTS, OFF-
SHORE PROCUREMENT AND OTHER
DEFENSE SERVICES

4. The authority citation for part 124
continues to read as follows:

Authority: Sec. 2, 38, and 71, Pub. L. 90—
629, 90 Stat. 744 (22 U.S.C. 2752, 2778,
2797); E.O. 11958, 42 FR 4311; 3 CFR 1977
Comp. p. 79; 22 U.S.C. 2651a; 22 U.S.C. 2776;
Pub. L. 105-261.

5. Section 124.1(a) is revised to read
as follows:

§124.1 Manufacturing license agreements
and technical assistance agreements.

(a) Approval. The approval of the
Directorate of Defense Trade Controls
must be obtained before the defense
services described in § 120.9(a) of this
subchapter may be furnished. In order
to obtain such approval, the U.S. person
must submit a proposed agreement to
the Directorate of Defense Trade
Controls. Such agreements are generally
characterized as manufacturing license
agreements, technical assistance
agreements, distribution agreements, or
off-shore procurement agreements, and
may not enter into force without the
prior written approval of the Directorate
of Defense Trade Controls. Once
approved, the defense services
described in the agreements may
generally be provided without further
licensing in accordance with §§124.3
and 125.4(b)(2) of this subchapter. This
requirement also applies to the training
of any foreign military forces, regular
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and irregular, in the employment of
defense articles. Technical assistance
agreements must be submitted in such
cases. In exceptional cases, the
Directorate of Defense Trade Controls,
upon written request, will consider
approving the provision of defense
services described in § 120.9(a) of this
subchapter by granting a license under
part 125 of this subchapter.

* * * * *

6.In § 124.2, paragraph (a) is removed
and reserved and paragraph (c)
introductory text is revised to read as
follows:

§124.2 Exemptions for training and
military service.

(a) [Reserved]

* * * * *

(c) For NATO countries, Australia,
Japan and Sweden, in addition to the
basic maintenance information
exemption in § 125.4(b)(5) of this
subchapter, no technical assistance
agreement is required for maintenance
training or the performance of
maintenance, including the export of
supporting technical data, when the

following criteria can be met:
* * * * *

Dated: April 5, 2011.
Ellen O. Tauscher,

Under Secretary, Arms Control and
International Security, Department of State.

[FR Doc. 2011-8998 Filed 4—12—11; 8:45 am]
BILLING CODE 4710-25-P

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Part 1
[REG-154159-09]
RIN 1545-BJ14

Guidance Under Section 108(a)
Concerning the Exclusion of Section
61(a)(12) Discharge of Indebtedness
Income of a Grantor Trust or a
Disregarded Entity

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Notice of proposed rulemaking.

SUMMARY: This document contains
proposed regulations relating to the
exclusion from gross income under
section 108(a) of discharge of
indebtedness income of a grantor trust
or an entity that is disregarded as an
entity separate from its owner. The
proposed regulations provide rules
regarding the term “taxpayer” for
purposes of applying section 108 to

discharge of indebtedness income of a
grantor trust or a disregarded entity. The
proposed regulations affect grantor
trusts, disregarded entities, and their
owners.

DATES: Written or electronic comments
and requests for a public hearing must
be received by July 12, 2011.
ADDRESSES: Send submissions to:
CC:PA:LPD:PR (REG-154159—-09), Room
5203, Internal Revenue Service, P.O.
Box 7604, Ben Franklin Station,
Washington, DC 20044. Submissions
may be hand-delivered Monday through
Friday between the hours of 8 a.m. and
4 p.m. to CC:PA:LPD:PR (REG-154159—
09), Courier’s Desk, Internal Revenue
Service, 1111 Constitution Avenue,
NW., Washington, DC; or sent
electronically, via the Federal
eRulemaking Portal at http://
www.regulations.gov (IRS REG-154159—
09).

FOR FURTHER INFORMATION CONTACT:
Bryan A. Rimmke or Benjamin H.
Weaver, (202) 622—3050 (not a toll-free
number).

SUPPLEMENTARY INFORMATION:

Background

Section 61(a)(12) of the Internal
Revenue Code (the Code) provides that
income from the discharge of
indebtedness is includable in gross
income. However, such income may be
excludable from gross income under
section 108 in certain circumstances.
Section 108(a)(1)(A) and (B) excludes
from gross income any amount that
would be includible in gross income by
reason of the discharge of indebtedness
of the taxpayer if the discharge occurs
in a Title 11 case or to the extent the
taxpayer is insolvent when the
discharge occurs. Section 108(d)(1)
through (3) provides the meaning of the
terms “indebtedness of the taxpayer,”
“Title 11 case,” and “insolvent,” for
purposes of applying section 108, and
each definition uses the term “taxpayer.”
Section 7701(a)(14) defines a taxpayer
as any person subject to any internal
revenue tax.

Several types of disregarded entities
exist under the Code and regulations.
For instance, §301.7701-2(a) of the
Procedure and Administration
Regulations provides that the term
business entity includes an entity with
a single owner that may be disregarded
as an entity separate from its owner
under § 301.7701-3; an example of a
disregarded entity under this provision
is a domestic single member limited
liability company that does not elect to
be classified as a corporation for Federal
income tax purposes. Additionally,
some disregarded entities are created by

statute; examples of statutory
disregarded entities include a
corporation that is a qualified REIT
subsidiary (within the meaning of
section 856(i)(2)), and a corporation that
is a qualified subchapter S subsidiary
(within the meaning of section
1361(b)(3)(B)).

The activities of an entity that is a
disregarded entity are treated in the
same manner as a sole proprietorship,
branch, or division of the owner (except
for certain employment and excise tax
rules). Accordingly, for Federal income
tax purposes, all assets, liabilities, and
items of income, deduction, and credit
of a disregarded entity are treated as
assets, liabilities, and such items (as the
case may be) of the owner of the
disregarded entity.

A grantor trust is any portion of a
trust that is treated (under subpart E of
part I of subchapter J of chapter 1) as
being owned by the grantor or another
person. In the case of any grantor trust,
items of income, deductions, and credits
attributable to the trust are includable in
computing the taxable income and
credits of the owner.

Explanation of Provisions

The proposed regulations provide
that, for purposes of applying section
108(a)(1)(A) and (B) to discharge of
indebtedness income of a grantor trust
or a disregarded entity, the term
taxpayer, as used in section 108(a)(1)
and (d)(1) through (3), refers to the
owner(s) of the grantor trust or
disregarded entity. The proposed
regulations further provide that grantor
trusts and disregarded entities
themselves will not be considered
owners for this purpose. Finally, the
proposed regulations provide that, in
the case of a partnership, the owner
rules apply at the partner level to the
partners of the partnership to whom the
discharge of indebtedness income is
allocable. Thus, for example, if a
partnership holds an interest in a
grantor trust or disregarded entity, the
applicability of section 108(a)(1)(A) and
(B) to discharge of indebtedness income
of the grantor trust or disregarded entity
is tested by looking to the partners to
whom the income is allocable. If any
partner is itself a grantor trust or
disregarded entity, the applicability of
section 108(a)(1)(A) and (B) is
determined by looking through such
grantor trust or disregarded entity to the
ultimate owner(s) of such partner.

Some taxpayers have taken the
position that the insolvency exception is
available to the extent a grantor trust or
disregarded entity is insolvent, even if
its owner is not. The IRS and the
Treasury Department do not believe this
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is an appropriate application of the
relevant statutory provisions. The
proposed regulations clarify that,
subject to the special rule for
partnerships under section 108(d)(6),
the insolvency exception is available
only to the extent the owner is
insolvent, as owner is determined as
described in this preamble.

Some taxpayers have taken the
position that the bankruptcy exception
is available if a grantor trust or
disregarded entity is under the
jurisdiction of a bankruptcy court, even
if its owner is not. These taxpayers may
argue that because, for Federal income
tax purposes, the disregarded entity is
disregarded and the “taxpayer” is the
owner of the disregarded entity’s assets
and liabilities, the taxpayer is properly
seen as being subject to the bankruptcy
court’s jurisdiction. Under the proposed
regulations, it is insufficient for the
grantor trust or disregarded entity to be
subject to the bankruptcy court’s
jurisdiction. The proposed regulations
clarify that, subject to the special rule
for partnerships under section 108(d)(6),
the bankruptcy exception is available
only if the owner of the grantor trust or
disregarded entity is subject to the
bankruptcy court’s jurisdiction, as
owner is determined as described in this
preamble.

Proposed Effective/Applicability Date

These regulations are proposed to
apply to discharge of indebtedness
income occurring on or after the date
final regulations are published in the
Federal Register. No inference is
intended that the provisions set forth in
these proposed regulations are not
current law.

Special Analyses

It has been determined that this notice
of proposed rulemaking is not a
significant regulatory action as defined
in Executive Order 12866. Therefore, a
regulatory assessment is not required. It
has also been determined that section
553(b) of the Administrative Procedure
Act (5 U.S.C. chapter 5) does not apply
to these regulations, and because the
regulations do not impose a collection
of information on small entities, the
Regulatory Flexibility Act (5 U.S.C.
chapter 6) does not apply. Pursuant to
section 7805(f) of the Code, this
regulation has been submitted to the
Chief Counsel for Advocacy of the Small
Business Administration for comment
on its impact on small business.

Comments and Requests for a Public
Hearing

Before the proposed regulations are
adopted as final regulations,

consideration will be given to any
written (a signed original and eight (8)
copies) or electronic comments that are
submitted timely to the IRS. The IRS
and Treasury Department request
comments on the clarity of the proposed
rules and how they can be made easier
to understand. All comments will be
available for public inspection and
copying. A public hearing may be
scheduled if requested in writing by any
person that timely submits written
comments. If a public hearing is
scheduled, notice of the date, time, and
place for the public hearing will be
published in the Federal Register.

Drafting Information

The principal authors of these
regulations are Bryan A. Rimmke and
Benjamin H. Weaver, Office of the
Associate Chief Counsel (Passthroughs
& Special Industries). However, other
personnel from the IRS and Treasury
Department participated in its
development.

List of Subjects in 26 CFR Part 1

Income taxes, Reporting and
recordkeeping requirements.

Proposed Amendments to the
Regulations

Accordingly, 26 CFR part 1 is
proposed to be amended as follows:

PART 1—INCOME TAXES

Paragraph 1. The authority citation
for part 1 continues to read in part as
follows:

Authority: 26 U.S.C. 7805 * * *

Par. 2. Section 1.108-9 is added to
read as follows:

§1.108-9 Application of insolvency and
bankruptcy provisions of section 108 to
disregarded entities and grantor trusts.

(a) General rule. For purposes of
applying section 108(a)(1)(A) and (B) to
discharge of indebtedness income of a
grantor trust or disregarded entity,
neither the grantor trust nor the
disregarded entity shall be considered to
be the “taxpayer,” as that term is used
in section 108(a)(1) and (d)(1) through
(3). Rather, for purposes of section
108(a)(1) and (d)(1) through (3) and
subject to section 108(d)(6), the owner
of the grantor trust or disregarded entity
is the taxpayer. If indebtedness of a
grantor trust or disregarded entity is
discharged in a Title 11 case, section
108(a)(1)(A) will apply only to an owner
of the grantor trust or disregarded entity
that is under the jurisdiction of the
court in a Title 11 case. If the grantor
trust or disregarded entity is under the
jurisdiction of the court in a Title 11

case, but the owner of the grantor trust
or disregarded entity is not, section
108(a)(1)(A) will not apply to the
discharge of indebtedness income. If
indebtedness of a grantor trust or
disregarded entity is otherwise
discharged, section 108(a)(1)(B) will
apply only to the extent the owner of
the grantor trust or disregarded entity is
insolvent. If the grantor trust or
disregarded entity is insolvent, but the
owner of the grantor trust or disregarded
entity is not, section 108(a)(1)(B) will
not apply to the discharge of
indebtedness income.

(b) Application to partnerships. Under
section 108(d)(6), in the case of a
partnership, section 108(a)(1)(A) and (B)
applies at the partner level.
Accordingly, in the case of a
partnership, paragraph (a) of this section
applies to the partners of such
partnership to whom the discharge of
indebtedness income is allocable.

(c) Definitions—(1) Disregarded
entities. For purposes of this section, a
disregarded entity is an entity that is
disregarded as an entity separate from
its owner for Federal income tax
purposes. Examples of disregarded
entities include a domestic single
member limited liability company that
does not elect to be classified as a
corporation for Federal income tax
purposes, a corporation that is a
qualified REIT subsidiary (within the
meaning of section 856(i)(2)), and a
corporation that is a qualified
subchapter S subsidiary (within the
meaning of section 1361(b)(3)(B)).

(2) Grantor trust. For purposes of this
section, a grantor trust is any portion of
a trust that is treated under subpart E of
part I of subchapter J of chapter 1 as
being owned by the grantor or another
person.

(3) Owner. Notwithstanding any other
provision of this section to the contrary,
neither a grantor trust nor a disregarded
entity shall be considered an owner for
purposes of this section.

(d) Effective/applicability date. The
rules of this section are proposed to
apply to discharge of indebtedness
income occurring on or after the date
final regulations are published in the
Federal Register.

Steven T. Miller,

Deputy Commissioner for Services and
Enforcement.

[FR Doc. 2011-8758 Filed 4-12—11; 8:45 am]
BILLING CODE 4830-01-P
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DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Parts 1 and 31
[REG-146097-09]
RIN 1545-BJ01

Guidance on Reporting Interest Paid to
Nonresident Aliens; Hearing

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Notice of public hearing on
proposed rulemaking.

SUMMARY: This document contains a
rescheduled notice of public hearing on
a notice of proposed rulemaking (REG—
146097-09) that was published in the
Federal Register on Tuesday, January
18, 2011 (76 FR 2852) and Friday,
January 7, 2011 (76 FR 1105) providing
guidance on the reporting requirements
for interest on deposits maintained at
U.S. offices of certain financial
institutions and paid to nonresident
alien individuals.

DATES: The public hearing is being
rescheduled on Monday, April 25, 2011,
at 10 a.m.

ADDRESSES: The public hearing is being
held in the auditorium, Internal
Revenue Building, 1111 Constitution
Avenue, NW., Washington, DC. Send
submissions to: CC:PA:LPD:PR (REG—
146097-09), Room 5203, Internal
Revenue Service, P.O. Box 7604, Ben
Franklin Station, Washington, DC
20044. Submissions may be hand-
delivered Monday through Friday
between the hours of 8 a.m. and 4 p.m.
to CC:PA:LPD:PR (REG-146097-09),
Courier’s Desk, Internal Revenue
Service, 1111 Constitution Avenue,
NW., Washington, DC.

Alternatively, taxpayers may submit
electronic outlines of oral comments via
the Federal eRulemaking Portal at
http://www.regulations.gov.

FOR FURTHER INFORMATION CONTACT:
Concerning the proposed regulations,
Kathryn Holman at (202) 622-3840;
concerning submissions of comments,
the hearing, and/or to be placed on the
building access list to attend the
hearing, Richard A. Hurst at
Richard.A.Hurst@irscounsel.treas.gov or
(202) 622—7180 (not toll-free numbers).
SUPPLEMENTARY INFORMATION: The
subject of the public hearing is the
notice of proposed rulemaking (REG—
146097-09) that was published in the
Federal Register on Friday, January 7,
2011 (76 FR 1105).

Persons, who wish to present oral
comments at the hearing that submitted

written comments, must submit an
outline of the topics to be discussed and
the amount of time to be devoted to
each topic (signed original and eight (8)
copies) by Friday, April 8, 2011.

A period of 10 minutes is allotted to
each person for presenting oral
comments. After the deadline for
receiving outlines has passed, the IRS
will prepare an agenda containing the
schedule of speakers. Copies of the
agenda will be made available, free of
charge, at the hearing or in the Freedom
of Information Reading Room (FOIA RR)
(Room 1621) which is located at the
11th and Pennsylvania Avenue, NW.
entrance, 1111 Constitution Avenue,
NW., Washington, DC.

Because of access restrictions, the IRS
will not admit visitors beyond the
immediate entrance area more than 30
minutes before the hearing starts. For
information about having your name
placed on the building access list to
attend the hearing, see the FOR FURTHER
INFORMATION CONTACT section of this
document.

Guy R. Traynor,

Acting Chief, Publications and Regulations
Branch, Legal Processing Division, Associate
Chief Counsel (Procedure and
Administration).

[FR Doc. 2011-8771 Filed 4-12-11; 8:45 am)]
BILLING CODE 4830-01-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 100
[Docket No. USCG-2011-0103]
RIN 1625-AA08

Special Local Regulation; Extreme
Sailing Series Boston; Boston Harbor,
Boston, MA

AGENCY: Coast Guard, DHS.

ACTION: Notice of proposed rulemaking.

SUMMARY: The Coast Guard is proposing
to establish a temporary special local
regulation in Boston Harbor, Boston,
Massachusetts, within the Captain of the
Port (COTP) Boston Zone. This special
local regulation is necessary to provide
for the safety of life on navigable waters
during the Extreme Sailing Series
Boston regatta. The special local
regulation will temporarily restrict
vessel traffic in a portion of Boston
Harbor, and prohibit vessels not
participating in the Extreme Sailing
Series event from entering the
designated race area.

DATES: Comments and related material
must be received by the Coast Guard on
or before May 31, 2011.

Requests for public meetings must be
received by the Coast Guard on or before
April 20, 2011.

ADDRESSES: You may submit comments
identified by docket number USCG—
2011-0103 using any one of the
following methods:

(1) Federal e-Rulemaking Portal:
http://www.regulations.gov.

(2) Fax: 202—493-2251.

(3) Mail: Docket Management Facility
(M-30), U.S. Department of
Transportation, West Building Ground
Floor, Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590—
0001.

(4) Hand delivery: Same as mail
address above, between 9 a.m. and
5 p.m., Monday through Friday, except
Federal holidays. The telephone number
is 202-366—9329.

To avoid duplication, please use only
one of these four methods. See the
“Public Participation and Request for
Comments” portion of the
SUPPLEMENTARY INFORMATION section
below for instructions on submitting
comments.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this proposed
rule, call or e-mail MST1 David Labadie
of the Waterways Management Division,
U.S. Coast Guard Sector Boston;
telephone 617-223-3010, e-mail
David.].Labadie@uscg.mil. If you have
questions on viewing or submitting
material to the docket, call Renee V.
Wright, Program Manager, Docket
Operations, telephone 202—366—-9826.

SUPPLEMENTARY INFORMATION:

Public Participation and Request for
Comments

We encourage you to participate in
this rulemaking by submitting
comments and related materials. All
comments received will be posted
without change to http://
www.regulations.gov and will include
any personal information you have
provided.

Submitting Comments

If you submit a comment, please
include the docket number for this
rulemaking (USCG-2011-0103),
indicate the specific section of this
document to which each comment
applies, and provide a reason for each
suggestion or recommendation. You
may submit your comments and
material online (via http://
www.regulations.gov) or by fax, mail, or
hand delivery, but please use only one
of these means. If you submit a
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comment online via http://
www.regulations.gov, it will be
considered received by the Coast Guard
when you successfully transmit the
comment. If you fax, hand deliver, or
mail your comment, it will be
considered as having been received by
the Coast Guard when it is received at
the Docket Management Facility. We
recommend that you include your name
and a mailing address, an e-mail
address, or a telephone number in the
body of your document so that we can
contact you if we have questions
regarding your submission.

To submit your comment online, go to
http://www.regulations.gov, click on the
“submit a comment” box, which will
then become highlighted in blue. In the
“Document Type” drop down menu
select “Proposed Rule” and insert
“USCG-2011-0103” in the “Keyword”
box. Click “Search” then click on the
balloon shape in the “Actions” column.
If you submit your comments by mail or
hand delivery, submit them in an
unbound format, no larger than 82 by
11 inches, suitable for copying and
electronic filing. If you submit
comments by mail and would like to
know that they reached the Facility,
please enclose a stamped, self-addressed
postcard or envelope. We will consider
all comments and material received
during the comment period and may
change the rule based on your
comments.

Viewing Comments and Documents

To view comments, as well as
documents mentioned in this preamble
as being available in the docket, go to
http://www.regulations.gov, click on the
“read comments” box, which will then
become highlighted in blue. In the
“Keyword” box insert “USCG-2011—
0103” and click “Search.” Click the
“Open Docket Folder” in the “Actions”
column. You may also visit the Docket
Management Facility in Room W12-140
on the ground floor of the Department
of Transportation West Building, 1200
New Jersey Avenue, SE., Washington,
DC 20590, between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays. We have an agreement with
the Department of Transportation to use
the Docket Management Facility.

Privacy Act

Anyone can search the electronic
form of comments received into any of
our dockets by the name of the
individual submitting the comment (or
signing the comment, if submitted on
behalf of an association, business, labor
union, etc.). You may review a Privacy
Act notice regarding our public dockets

in the January 17, 2008, issue of the
Federal Register (73 FR 3316).

Public Meeting

We do not now plan to hold a public
meeting. But you may submit a request
for one, on or before April 20, 2011,
using one of the four methods specified
under ADDRESSES. Please explain why
you believe a public meeting would be
beneficial. If we determine that one
would aid this rulemaking, we will hold
one at a time and place announced by
a later notice in the Federal Register.
For information on facilities or services
for individuals with disabilities or to
request special assistance at the public
meeting, contact Petty Officer David
Labadie at the telephone number or e-
mail address indicated under the FOR
FURTHER INFORMATION CONTACT section of
this notice.

Basis and Purpose

The legal basis for this rule is
33 U.S.C. 1233, which authorizes the
Coast Guard to define Special Local
Regulations.

This proposed rule is necessary to
ensure the safety of vessels and
spectators from the hazards associated
with competitive sailing regattas.
Without the proposed rule, the
combination of a large number of
recreational vessels due to spectators,
sailboats traveling at high speeds on the
race course, and large numbers of
spectators on the adjacent Fan Pier in
close proximity to the water and in a
small area of water, could easily result
in serious injuries or fatalities.
Establishing a special local regulation
for the event will help ensure the safety
of persons and property and minimize
the associated risks by controlling vessel
traffic and movement.

Discussion of Proposed Rule

This proposed temporary special local
regulation is necessary to ensure the
safety of vessels, participants, and the
public during the Extreme Sailing Series
Boston regatta. The event will take place
over the course of five days in Boston
Harbor in the vicinity of Fan Pier. There
will be two regulated areas associated
with this event and they will be
enforced immediately before, during,
and after the regatta, from June 30th
through July 4th, 2011, from 1 p.m. to
6 p.m. daily.

The COTP will inform the public
about the details of the regulated areas
using a variety of means, including, but
not limited to, Broadcast Notice to
Mariners and Local Notice to Mariners.

All persons and vessels shall comply
with the instructions of the COTP
Boston or the designated on-scene

representative. Specific instructions for
entering into, transiting through,
mooring or anchoring within the
regulated areas, will be coordinated by
the COTP Boston or the designated on-
scene representative. The COTP or the
designated on-scene representative may
be contacted via VHF Channel 16 or by
telephone at (617) 223-5750.

Regulatory Analyses

We developed this proposed rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes or
executive orders.

Regulatory Planning and Review

This proposed rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order.

We expect the economic impact of
this rule to be so minimal that a full
regulatory evaluation is unnecessary.
This rule may have some impact on the
public, but these potential impacts will
be minimal for the following reasons:
(1) The rule will be in effect for five
hours per day for five days; (2) persons
and vessels may still enter, transit
through, anchor in, or remain within the
regulated area if they obtain permission
from the COTP or the designated
representative; and (3) advance
notification will be made to the
maritime community via broadcast
notice to mariners and Local Notice to
Mariners (LNM).

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this proposed rule would have
a significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under
5 U.S.C. 605(b) that this proposed rule
would not have a significant economic
impact on a substantial number of small
entities.

This proposed rule will affect the
following entities, some of which may
be small entities: The owners or
operators of vessels intending to enter,
transit through, anchor in or remain
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within this regulated area during
periods of enforcement.

This proposed rule will not have a
significant economic impact on a
substantial number of small entities for
the following reasons: This proposed
rule will be enforced for a short
duration and the race area within the
Special Local Regulation area can be
quickly collapsed at the discretion of
the COTP, as necessary to allow for
certain vessels greater than 65 feet in
length to transit, provided the vessels
have given a five-hour advance notice of
their intended transit to the COTP. All
other vessels not required to provide
advance notification may transit within
the Special Local Regulation area, with
the exception of the race area, at all
times while following the regulations in
this proposed rule.

Additionally, the race organizers will
coordinate with industry and the Boston
Pilots to provide minimal interruption
of commercial vessel traffic during the
enforcement periods.

If you think that your business,
organization, or governmental
jurisdiction qualifies as a small entity
and that this rule would have a
significant economic impact on it,
please submit a comment (see
ADDRESSES) explaining why you think it
qualifies and how and to what degree
this rule would economically affect it.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we want to assist small entities in
understanding this proposed rule so that
they can better evaluate its effects on
them and participate in the rulemaking.
If the rule would affect your small
business, organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact PO David
Labadie at the telephone number or e-
mail address indicated under the FOR
FURTHER INFORMATION CONTACT section of
this notice. The Coast Guard will not
retaliate against small entities that
question or complain about this
proposed rule or any policy or action of
the Coast Guard.

Collection of Information

This proposed rule would call for no
new collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520.).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and

would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this proposed rule under that Order and
have determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this
proposed rule would not result in such
expenditure, we do discuss the effects of
this rule elsewhere in this preamble.

Taking of Private Property

This proposed rule would not cause a
taking of private property or otherwise
have taking implications under
Executive Order 12630, Governmental
Actions and Interference with
Constitutionally Protected Property
Rights.

Civil Justice Reform

This proposed rule meets applicable
standards in sections 3(a) and 3(b)(2) of
Executive Order 12988, Civil Justice
Reform, to minimize litigation,
eliminate ambiguity, and reduce
burden.

Protection of Children

We have analyzed this proposed rule
under Executive Order 13045,
Protection of Children from
Environmental Health Risks and Safety
Risks. This rule is not an economically
significant rule and would not create an
environmental risk to health or risk to
safety that might disproportionately
affect children.

Indian Tribal Governments

This proposed rule does not have
tribal implications under Executive
Order 13175, Consultation and
Coordination with Indian Tribal
Governments, because it would not have
a substantial direct effect on one or
more Indian tribes, on the relationship
between the Federal Government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal Government and Indian tribes.

Energy Effects

We have analyzed this proposed rule
under Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have

determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This proposed rule does not use
technical standards. Therefore, we did
not consider the use of voluntary
consensus standards.

Environment

We have analyzed this proposed rule
under Department of Homeland
Security Management Directive 023—-01
and Commandant Instruction
M16475.1D, which guide the Coast
Guard in complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321—-4370f), and
have made a preliminary determination
under paragraph 34(h) of the
Instruction, that this action is one of a
category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This proposed rule
involves the establishment of a special
local regulation. A preliminary
environmental analysis checklist
supporting this determination is
available in the docket where indicated
under ADDRESSES. We seek any
comments or information that may lead
to the discovery of a significant
environmental impact from this
proposed rule.

List of Subjects in 33 CFR Part 100

Marine safety, Navigation (water),
Reporting and recordkeeping
requirements, Waterways.
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For the reasons discussed in the
preamble, the Coast Guard proposes to
amend 33 CFR part 100 as follows:

PART 100—SAFETY OF LIFE ON
NAVIGABLE WATERS

1. The authority citation for part 100
continues to read as follows:

Authority: 33 U.S.C. 1233.

2. Add 33 CFR 100.35-T01-0103 to
read as follows:

§100.35-T01-0103 Special Local
Regulation; Extreme Sailing Series Boston;
Boston Harbor; Boston, MA.

(a) Regulated Area.

(1) The following is designated as the
special local regulation area: All waters
of Boston Harbor near Boston, MA,
surface to bottom, encompassed by an
area starting at position: 42°21.3' N;
071°03’ W, thence crossing the Fort
Point Channel along Northern Avenue
to position 42°21.3"N; 071°02.9° W,
continuing Southeast along the
Shoreline past Fan Pier to the end of the
North Jetty at position 42°20.8" N;
071°01.4" W, continuing and crossing
Boston Harbor to the opposite shore
near Logan Airport at position 42°21.2’
N; 071°01” W, continuing Northwest in
a straight line along the shoreline to Pier
One at position 42°21.9" N; 071°02.5" W,
thence back across Boston Harbor to the
point of origin at position 42°21.3' N;
071°03" W.

(2) The following area within the
special local regulation area is specified
as the race area:

All waters of Boston Harbor near
Boston, MA, surface to bottom,
encompassed by an area starting at
position: 42°21.59” N; 071°02.52" W,
thence to position 42°21.28’ N;
071°01.83" W, thence to position
42°21.10"N; 071°01.95” W, thence to
position 42°21.20" N; 071°02.26" W,
thence to position 42°21.15" N;
071°02.31" W, thence to position
42°21.31"N; 071°02.72” W, thence to the
point of origin at position 42°21.59" N;
071°02.52” W. This area will be clearly
defined by floating buoys and will have
the ability to be collapsed quickly to
allow for safe passage of traffic if they
have obtained permission from the
COTP or the designated representative.

(b) Regulations. In accordance with
the general regulations in 33 CFR part
100, to enter, transit through, anchor in,
or remain within the special local
regulation area is prohibited unless
permission has been authorized by the
Captain of the Port (COTP) Boston, or
the designated on-scene representative.
The “designated on-scene
representative” is any Coast Guard
commissioned, warrant, or petty officer

who is designated by the COTP to act
on his behalf. The designated on-scene
representative will be aboard either a
Coast Guard or Coast Guard Auxiliary
vessel. The COTP or the designated on-
scene representative may be contacted
via VHF Channel 16 or by telephone at
(617) 223-5750.

(1) The following restrictions apply to
the special local regulation area
identified in section (a)(1) of this
regulation.

(i) Special Anchorage “A”, which is a
small vessel anchorage located near
Rowes Wharf, is the only permitted area
for anchoring. All other anchoring
within this special local regulation area,
including in Anchorage Area #1, is
prohibited.

(ii) This special local regulation area
is designed to restrict vessel traffic,
including all non-motorized vessels,
except as may be permitted by the COTP
Boston or the designated on-scene
representative.

(iii) Within this area all vessels will
transit at the minimum speed necessary
to maintain headway without creating a
wake.

(iv) Due to the waterway area
restriction and the expected increase in
recreational vessels in the area, vessel
operators of all vessels 65 feet in length
or greater desiring to enter or operate
within the special local regulation area
shall contact the COTP or the
designated on-scene representative at
least five hours prior to the desired
transit time to obtain permission to do
so. Permission to enter the special local
regulation area will be considered on a
case-by-case basis at the discretion of
the COTP and vessels may be escorted
through the area if the COTP deems it
necessary for safe transit. Failure to
provide notification of entry at least five
hours prior to transit may result in a
denial of entry into the regulated area
during the enforcement period. Vessel
operators given permission to enter the
area must comply with all directions
given to them by the COTP or the
designated on-scene representative.

(2) The following restrictions apply to
the area identified as the race area in
section (a)(2) of this regulation.

(i) This area is closed to all vessel
traffic, with the exception of vessels
involved directly with the event such
as: sailboat race participants, event
safety vessels, on-scene patrol and law
enforcement vessels.

(c) Effective Period: This regulation is
effective from 1 p.m. on June 30, 2011,
to 6 p.m. on July 4, 2011. This
regulation will be enforced daily from 1
p-m. until 6 p.m., June 30, 2011 through
July 4, 2011.

Dated: March 30, 2011.
John N. Healey,

Captain, U.S. Coast Guard, Captain of the
Port Boston.

[FR Doc. 2011-8833 Filed 4—12—11; 8:45 am]
BILLING CODE 9110-04-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[EPA-R05-OAR-2008-0514; FRL-9294-6]

Approval and Promulgation of Air
Quality Implementation Plans; Ohio;
Control of Emissions of Organic
Materials That Are Not Regulated by
Volatile Organic Compound
Reasonably Available Control
Technology Rules

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: EPA is proposing to approve,
as part of Ohio’s State Implementation
Plan (SIP) under the Clean Air Act
(CAA), arevised rule 3745-21-07,
“Control of emissions of organic
materials from stationary sources (i.e.,
emissions that are not regulated by rule
3745-21-09, 3745-21-12, 3745-21-14,
3745-21-15, 3745-21-16, or 3745-21—
18 of the Administrative Code).” This
rule has been revised because the prior
version of 3745—21-07, in Ohio’s SIP,
has inadequate compliance test methods
and definitions. The most significant
problem with the prior version is the
definition of “photochemically reactive
material,” which is different than the
definition of “volatile organic
compounds” (VOC), upon which EPA’s
reasonably available control technology
(RACT) regulations are based. The
revised rule is approvable because it
satisfies the requirements for RACT
under the CAA.

DATES: Comments must be received on
or before May 13, 2011.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-R05—
OAR-2008-0514, by one of the
following methods:

e http://www.regulations.gov: Follow
the on-line instructions for submitting
comments.

e E-mail: mooney.john@epa.gov.

e Fax:(312) 692—-2511.

e Mail: John Mooney, Chief,
Attainment Planning and Maintenance
Section, Air Programs Branch (AR-18]),
U.S. Environmental Protection Agency,
77 West Jackson Boulevard, Chicago,
Illinois 60604.

e Hand Delivery: John Mooney, Chief,
Attainment Planning and Maintenance
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Section, Air Programs Branch (AR-18]),
U.S. Environmental Protection Agency,
77 West Jackson Boulevard, Chicago,
Illinois 60604. Such deliveries are only
accepted during the Regional Office
normal hours of operation, and special
arrangements should be made for
deliveries of boxed information. The
Regional Office official hours of
business are Monday through Friday,
8:30 a.m. to 4:30 p.m. excluding Federal
holidays.

Instructions: Direct your comments to
Docket ID No. EPA-R05-OAR-2008-
0514. EPA’s policy is that all comments
received will be included in the public
docket without change and may be
made available online at http://
www.regulations.gov, including any
personal information provided, unless
the comment includes information
claimed to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit information that you
consider to be CBI or otherwise
protected through http://
www.regulations.gov or e-mail. The
http://www.regulations.gov Web site is
an “anonymous access” system, which
means EPA will not know your identity
or contact information unless you
provide it in the body of your comment.

If you send an e-mail comment
directly to EPA without going through
http://www.regulations.gov your e-mail
address will be automatically captured
and included as part of the comment
that is placed in the public docket and
made available on the Internet. If you
submit an electronic comment, EPA
recommends that you include your
name and other contact information in
the body of your comment and with any
disk or CD-ROM you submit. If EPA
cannot read your comment due to
technical difficulties and cannot contact
you for clarification, EPA may not be
able to consider your comment.
Electronic files should avoid the use of
special characters, any form of
encryption, and be free of any defects or
viruses. For additional instructions on
submitting comments, go to Section I of
the SUPPLEMENTARY INFORMATION section
of this document.

Docket: All documents in the docket
are listed in the http://
www.regulations.gov index. Although
listed in the index, some information is
not publicly available, e.g., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
will be publicly available only in hard
copy.
Publicly available docket materials
are available either electronically in
http://www.regulations.gov or in hard

copy at the Environmental Protection
Agency, Region 5, Air and Radiation
Division, 77 West Jackson Boulevard,
Chicago, Illinois 60604. This facility is
open from 8:30 a.m. to 4:30 p.m.,
Monday through Friday, excluding
Federal holidays. We recommend that
you telephone Steven Rosenthal,
Environmental Engineer, at (312) 886—
6052 before visiting the Region 5 office.
FOR FURTHER INFORMATION CONTACT:
Steven Rosenthal, Environmental
Engineer, Attainment Planning and
Maintenance Section, Air Programs
Branch (AR-18J), U.S. Environmental
Protection Agency, Region 5, 77 West
Jackson Boulevard, Chicago, Illinois
60604, (312) 886—6052,
Rosenthal.steven@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document whenever
“we,” “us,” or “our” is used, we mean
EPA. This supplementary information
section is arranged as follows:

I. What should I consider as I prepare my
comments for EPA?

II. What action is EPA taking today and what
is the purpose of this action?

III. What are the provisions of OAC 3745-21—
07 and are they approvable?

IV. Statutory and Executive Order Reviews

I. What should I consider as I prepare
my comments for EPA?

1. Identify the rulemaking by docket
number and other identifying
information (subject heading, Federal
Register date, and page number).

2. Follow directions—EPA may ask
you to respond to specific questions or
organize comments by referencing a
Code of Federal Regulations (CFR) part
or section number.

3. Explain why you agree or disagree;
suggest alternatives and substitute
language for your requested changes.

4. Describe any assumptions and
provide any technical information and/
or data that you used.

5. If you estimate potential costs or
burdens, explain how you arrived at
your estimate in sufficient detail to
allow for it to be reproduced.

6. Provide specific examples to
illustrate your concerns, and suggest
alternatives.

7. Explain your views as clearly as
possible, avoiding the use of profanity
or personal threats.

8. Make sure to submit your
comments by the comment period
deadline identified.

IT. What action is EPA taking today and
what is the purpose of this action?

EPA is proposing to approve into
Ohio’s SIP revised rule OAC 3745-21—
07, “Control of emissions of organic
materials from stationary sources (i.e.,

emissions that are not regulated by rule
3745-21-09, 3745-21-12, 3745-21-14,
3745-21-15, 3745-21-16, or 3745-21-
18 of the Administrative Code).” This
rule was submitted by the Ohio
Environmental Protection Agency (Ohio
EPA) to EPA on April 7, 2008, but was
not approvable at that time because both
sheet molding compound (SMC)
manufacturing operations and new or
modified sources after February 18,
2008, were exempted from that version
of the rule. However, on November 10,
2010, Ohio EPA submitted to EPA a new
Rule 3745-21-25 “Control of VOC
emissions from reinforced plastic
composites production operations,”
which adequately regulates SMC
manufacturing operations. Also, on
October 25, 2010, Ohio EPA submitted
a demonstration that the new 3745-21—
07 does not violate the requirements of
Section 110(1) of the CAA by not
applying to new or modified sources
after February 18, 2010. This
demonstration is discussed in detail in
the following section of this document.

III. What are the provisions of OAC
3745-21-07 and are they approvable?

As discussed below, this rule satisfies
RACT requirements and is consistent
with the CAA and EPA regulations. A
general discussion of the main elements
of OAC 3745-21-07 (Control of
emissions of organic materials from
stationary sources), all of which are
approvable, follows:
3745-21-07(A) Applicability

(1)—Reserved.

(2)—Reserved.

(3)—This paragraph states that the
rule applies to any source or operation,
for which installation commenced prior
to the effective date of this rule, and that
is specifically identified in tables in
paragraphs (K) to (N). This rule shall not
apply to VOC emissions from any such
source or operation regulated by the
VOC rules 3745-21-09, 3745-21-12,
3745-21-13, 3745-21-14, 3745-21-15,
3745-21-15, 3745-21-16, or 3745-21—
18. Although this rule does not apply to
any sources for which installation
commenced after the effective date of
the rule (February 18, 2010) or will
commence installation in the future,
Ohio demonstrated that this will likely
not result in an increase in emissions.
More specifically, Ohio reviewed all
permits issued between January 2008
and September 2010, and determined
that, due to other control requirements,
no permit would result in an increase in
VOC emissions due to paragraphs (A)(3)
and (A)(5). Furthermore, Ohio also
demonstrated that sufficient reductions
are available from oxides of nitrogen
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(NOx) RACT rule reductions to more
than offset any potential future increase
in emissions, thereby satisfying the
requirements of section 110(1) of the
CAA.

In December 2007, Ohio EPA
promulgated rules in OAC chapter
3745-110, “NOx RACT.” These rules
addressed the control of emissions of
NOx from stationary sources such as
boilers, combustion turbines, and
stationary internal combustion engines.
The rules were submitted as part of the
attainment strategy in the Cleveland-
Akron-Lorain ozone moderate
nonattainment area. On September 15,
2009, EPA redesignated the Cleveland-
Akron-Lorain metropolitan area to
attainment for the 1997 8-hour ozone
National Ambient Air Quality Standard.
At the same time, EPA approved a
waiver from the NOx RACT
requirements of section 182(f) of the
CAA for this area. Ohio’s NOx RACT
rules are, therefore, “surplus” and can be
used to offset any potential increase in
emissions from any future source that
would have had more stringent control
requirements from the older 3745-21—
07 that is currently in the SIP. Ohio
obtained 538 tons NOx/year actual (and
surplus) emission reductions from the
Arcelor-Mittal facility as a result of the
installation of low NOx burners in its
three reheat furnaces. The requirement
for these low NOx burners is permanent
and enforceable because the burner
controls are needed to comply with
OAC 3745-110, Ohio’s NOx RACT rule.
In the Cleveland-Akron-Lorain area, the
ratio of NOx emissions to VOC
emissions is 1.36 pounds NOx/pound
VOC. Applying this factor, the VOC
offset potential for the Arcelor-Mittal
facility NOx reductions is 396 tons
VOC/year. Even if any reasonably
foreseeable source were to be
constructed that would have been
controlled under the prior version of
3745-21-07 but would be uncontrolled
under revised rule 3745-21-07, the
difference in emissions would be more
than compensated by the surplus
emission reduction at the Arcelor-Mittal
facility.

(4)—This paragraph voids control
requirements contained in a permit-to-
install, permit-by-rule, permit-to-
operate, or Title V permit if the
requirements refer to photochemically
reactive materials or the need to
determine or document materials as
being photochemically reactive
materials or any recordkeeping and
reporting requirements related to
photochemically reactive materials.
This paragraph is approvable because it
is consistent with the main purpose of
this rule revision, namely to eliminate

the definition of photochemically
reactive material.

(5)—This paragraph states that the
rule does not apply to any source for
which installation commenced after the
effective date of the rule. Please refer to
the discussion of (A)(3).

(6)—This paragraph specifies methods
of determining compliance.

(6)(a)—This paragraph specifies that
the test methods and procedures of
paragraphs (A) to (C) of rule 3745-21—
10 of Ohio’s rules be used to determine
emission and control efficiency
information for controlled and
uncontrolled sources.

(6)(b)—This paragraph allows the use
of emission factors approved by EPA.

(6)(c)—This paragraph allows
emission test data from similar sources
or operations to be used provided where
EPA has indicated in writing that the
use of such tests is acceptable.

This paragraph is approvable because
it specifies EPA-approved test methods,
emission factors and test data from
similar sources.

(B)-(J)—Reserved.

(K)—This paragraph provides specific
control requirements for storage tanks
covered by the prior version of 3745-
21-07 that is contained in Ohio’s SIP.

(K)(1)—Lists emission units subject to
the control requirements in (K)(2),
which requires that the storage tank be
equipped with either a floating pontoon
or double-deck type cover that includes
closure seals or with a vapor recovery
system or control system that reduces
the emissions of organic compounds by
at least 90 percent by weight.

(K)(3)—Lists emission units,
consisting of storage tanks with a
capacity of 65,000 gallons or less,
subject to the control requirements in
(K)(4). (K)(4) requires the use of
submerged fill or a vapor recovery
system.

This paragraph is approvable because
it is consistent with the control
requirements in the prior version of
3745-21-07 that is contained in Ohio’s
SIP.

(L)—This paragraph provides facility
specific control requirements for oil-
water separators covered by the prior
version of 3745-21-07 that is contained
in Ohio’s SIP. Any subject oil-water
separators must be equipped with a
solid cover with all openings sealed, a
floating pontoon or double deck type
cover that includes closure seals, or a
vapor recovery system that reduces the
emissions of organic compounds by at
least ninety percent by weight.

This paragraph is approvable because
the control requirements are consistent
with the prior version of 3745-21-07
that is contained in Ohio’s SIP.

(M)—This paragraph provides facility-
specific and general control
requirements for emissions from
operations using liquid organic
materials.

(M)(1)—Lists emission units, covered
by the prior version of 3745-21-07 that
is contained in Ohio’s SIP, that are
subject to the control requirements in
M)(2).

(M)(2)—Requires that the emission
units listed in (M)(1) be subject to a
control system that reduces organic
emissions by at least 85 percent.

(M)(3)—Other operations using liquid
organic materials.

(M)(3)(a)—This paragraph lists nine
conditions in (M)(3)(a)(i) to M)(3)(a)(ix).
Any article, machine, equipment, or
other contrivance meeting all of these
conditions must comply with the
control requirements in (M)(2). These
conditions include that the article,
machine, equipment, or other
contrivance is equipped with control
equipment for organic compound
emissions and also that it commenced
installation prior to the effective date of
this rule.

(M)(3)(b)—This paragraph requires
the owner or operator of any article,
machine, equipment, or other
contrivance meeting the specifications
of paragraph (M)(3)(a), and not listed in
paragraph (M)(1), to notify Ohio EPA,
within 90 days after the effective date of
this rule, of the need to be specified in
paragraph (M)(1)—and therefore be
subject to the control requirements in
M)(2).

(M)(3)(c)—This paragraph lists seven
conditions and if any of them are met
then the control requirements of (M)(2)/
(M)(3)(a), and the reporting
requirements in (M)(3)(b) shall not
apply to any article, machine,
equipment, or other contrivance that
would otherwise be subject.

(M)(3)(c)(i)—This paragraph exempts
any article, machine, equipment, or
other contrivance that commenced
operation after the effective date of this
rule. Please see discussion for (A)(3) and
(A)(5).

(M)(3)(c)(ii)—This paragraph exempts
any article, machine, equipment, or
other contrivance whose uncontrolled
potential to emit does not exceed 40
pounds per day of organic compound
emissions and allows the uncontrolled
potential to emit to be established using
physical or operational limitation(s) that
are federally enforceable or legally and
practically enforceable by the state.

(M)(3)(c)(iii) and (iv)—These
paragraphs exempt any article, machine,
equipment, or other contrivance that is
subject to and complying with an



Federal Register/Vol. 76, No. 71/Wednesday, April 13, 2011/Proposed Rules

20601

overall control efficiency that is greater
than 85 percent.

(M)(3)(c)(v)—This paragraph refers to
paragraphs (M)(3)(g) and (M)(4), and is
discussed with those paragraphs.

(M)(3)(c)(vi)—This paragraph exempts
heatset web offset printing lines that are
subject to and complying with a
requirement that specifies that their
drier(s) be equipped with a control
device having either a control efficiency
equal to or greater than 90 percent or an
outlet concentration of less than 20
parts per million, by volume.

(M)(3)(c)(vii)—This paragraph
exempts any article, machine,
equipment, or other contrivance that is
regulated by and complying with
chapter 3745-76, which regulates non-
methane organic emissions from
existing landfills.

(M)(3)(d), (e) and (f)—These
paragraphs provide alternative emission
limitations, which have been adequately
documented, to those in (M)(2), for
specifically identified emission units at
the indicated facilities.

(M)(3)(g) and (h)—These paragraphs
address SMC operations. Please refer to
the discussion of (M)(5)(h).

(M)(4)—Except as provided in
paragraph (M)(5) (discussed below) this
paragraph requires the owner or
operator of each article, machine,
equipment, or other contrivance in
which any liquid organic material
comes into contact with flame or is
baked, heat-cured, or heat-polymerized,
in the presence of oxygen, and is not
specified in paragraph (M)(1) of this
rule, to not discharge more than 15
pounds of organic materials into the
atmosphere in any one day, nor more
than 3 pounds in any hour, unless the
organic material emissions have been
reduced by at least 85 percent by
weight. This paragraph does not apply
to any source for which installation
commenced on or after the effective date
of this rule.

(M)(5)—This paragraph lists several
exemptions that are carried over from
the prior version of 3745—-21-07 that is
contained in Ohio’s SIP.

(M)(5)(a)—exempts the use of cleanup
material from the control requirements
in paragraph (M)(2).

(M)(5)(b)—exempts emissions that are
not VOCs from the control requirements
in (M)(2), (M)(3)(a), and (M)(4).

(M)(5)(c)—This paragraph exempts
the use of liquid organic material, from
the control requirements in paragraph
(M)(2), if the liquid organic material has
a boiling point higher than 200 degrees
Fahrenheit at 0.5 millimeter mercury
absolute pressure, or has an equivalent
vapor pressure, unless the liquid
organic material is exposed to

temperatures exceeding 220 degrees
Fahrenheit.

(M)(5)(d)—This paragraph exempts
sources from the requirements of
paragraph (M)(4) if (i) the volatile
content of the material described in
(M)(4) consists only of water and liquid
organic material, and the liquid organic
material comprises no more than 20
percent by volume of the volatile
content; or, (ii) the volatile content of
the material described in paragraph
(M)(4) does not exceed 20 percent by
volume.

(M)(5)(e)—This paragraph allows the
provisions of paragraphs (M)(2),
(M)(3)(d), (M)(3)(e), M)(3)(H), (M)(3)(g),
(M)(3)(h), and (M)(4) to be replaced by
an alternative emission limitation if
EPA determines that the alternative
emission limitation is the lowest
emission limitation that the article,
machine, equipment, or other
contrivance is capable of meeting by the
application of control technology that is
reasonably available considering
technological and economic feasibility.

(M)(5)(f)—This paragraph exempts
emissions resulting from the use of any
liquid organic materials if those
emissions are regulated by rule 3745—
21-09, 3745-21-12, 3745-21-13, 3745—
21-14,3745-21-15, 3745-21-16, or
3745-21-18.

(M)(5)(g)—Consistent with existing
OAC 3745-21-07, this rule exempts
sources in Darke, Fairfield, Madison,
Perry, Pickaway, Preble, or Union
County that are within a facility having
the potential to emit not more than 100
tons of organic compounds per calendar

ear.

(M)(5)(h)—This paragraph exempts
sheet molding compound
manufacturing operations from the
emission limits in (M)(3)(g) provided
that the resin delivery system to the
doctor box on the SMC manufacturing
machine is closed or covered and a
nylon containing film is used to enclose
the sheet molding compound.

This exemption is acceptable because
Ohio has adopted OAC 3745-21-25 for
Reinforced Plastics Composites
Production Operations, which provides
a sufficient level of control (95 percent
for subject sources) for SMC machines.
OAC 3745-21-25 was proposed for
approval on January 27, 2011 (76 FR
4835). Paragraph M is approvable
because the control requirements
(typically 85 percent or higher) and
exemptions are consistent with the prior
version of 3745—-21-07 that is contained
in Ohio’s SIP, except as it applies to
SMC machines. As stated above, Ohio
adopted rule 3745-21-25 for the control
of SMC machines. (N) This paragraph
requires that smokeless flares be

required for the waste gas flare systems
that were covered by the prior version
of 3745-21-07 that is contained in
Ohio’s SIP. This paragraph is
approvable because it is consistent with
the control requirements in the prior
version of 3745—-21—-07 that is contained
in Ohio’s SIP.

IV. Statutory and Executive Order
Reviews

Under the CAA, the Administrator is
required to approve a SIP submission
that complies with the provisions of the
CAA and applicable Federal regulations.
42 U.S.C. 7410(k); 40 CFR 52.02(a).
Thus, in reviewing SIP submissions,
EPA’s role is to approve state choices,
provided that they meet the criteria of
the CAA. Accordingly, this action
merely approves state law as meeting
Federal requirements and does not
impose additional requirements beyond
those imposed by state law. For that
reason, this action:

¢ Is not a “significant regulatory
action” subject to review by the Office
of Management and Budget under
Executive Order 12866 (58 FR 51735,
October 4, 1993);

¢ Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

e Is certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
0f 1995 (Pub. L. 104-4);

¢ Does not have Federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

¢ Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

¢ Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

e Is not subject to requirements of
Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the CAA; and

e Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).
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In addition, this rule does not have
tribal implications as specified by
Executive Order 13175 (65 FR 67249,
November 9, 2000), because the SIP is
not approved to apply in Indian country
located in the state, and EPA notes that
it will not impose substantial direct
costs on tribal governments or preempt
tribal law.

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Nitrogen dioxide, Ozone, Reporting and
recordkeeping requirements, Volatile
organic compounds.

Dated: March 30, 2011.

Susan Hedman,

Regional Administrator, Region 5.

[FR Doc. 2011-8951 Filed 4-12-11; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[EPA-R06—OAR-2011-0335; FRL-9294-4]

Approval and Promulgation of
Implementation Plans; Texas;
Proposed Disapproval of Interstate
Transport State Implementation Plan
Revision for the 2006 24-Hour PM. 5
NAAQS

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: Pursuant to our authority
under the Clean Air Act (CAA or Act),
EPA is proposing to disapprove the
portion of the Texas CAA section
110(a)(2) “Infrastructure” State
Implementation Plan (SIP) submittal
addressing significant contribution to
nonattainment or interference with
maintenance in another state with
respect to the 2006 24-hour fine particle
(PM, 5) national ambient air quality
standards (NAAQS). On November 23,
2009, the State of Texas, through the
Texas Commission on Environmental
Quality (TCEQ), submitted a SIP to EPA
intended to address the requirements of
CAA section 110(a)(2) for
“infrastructure.” In this action, EPA is
proposing to disapprove the portion of
the Texas’ SIP revision submittal that
intended to address the section
110(a)(2)(D)(i)(I) requirements
prohibiting a state’s emissions from
significantly contributing to
nonattainment or interfering with
maintenance of the NAAQS in any other
state. The rationale for the disapproval
action of the SIP revision is described in

this proposal. This action is being taken
under section 110 of the CAA.

DATES: Comments must be received on
or before May 13, 2011.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-R06—
OAR-2011-0335, by one of the
following methods:

e Federal e-Rulemaking Portal:
http://www.regulations.gov. Follow the
online instructions for submitting
comments.

e E-mail: Mr. Guy Donaldson at
donaldson.guy@epa.gov. Please also
send a copy by e-mail to the person
listed in the FOR FURTHER INFORMATION
CONTACT section below.

e Fax:Mr. Guy Donaldson, Chief, Air
Planning Section (6PD-L), at fax
number 214-665-7263.

e Mail: Mr. Guy Donaldson, Chief,
Air Planning Section (6PD-L),
Environmental Protection Agency, 1445
Ross Avenue, Suite 1200, Dallas, Texas
75202-2733.

e Hand or Courier Delivery: Mr. Guy
Donaldson, Chief, Air Planning Section
(6PD-L), Environmental Protection
Agency, 1445 Ross Avenue, Suite 1200,
Dallas, Texas 75202—-2733. Such
deliveries are accepted only between the
hours of 8 a.m. and 4 p.m. weekdays,
and not on legal holidays. Special
arrangements should be made for
deliveries of boxed information.

Instructions: Direct your comments to
Docket No. EPA-R06-OAR-2011-0335.
EPA’s policy is that all comments
received will be included in the public
docket without change and may be
made available online at http://
www.regulations.gov, including any
personal information provided, unless
the comment includes information
claimed to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit information that you
consider to be CBI or otherwise
protected through http://
www.regulations.gov or e-mail. The
http://www.regulations.gov Web site is
an “anonymous access” system, which
means EPA will not know your identity
or contact information unless you
provide it in the body of your comment.
If you send an e-mail comment directly
to EPA without going through http://
www.regulations.gov your e-mail
address will be automatically captured
and included as part of the comment
that is placed in the public docket and
made available on the Internet. If you
submit an electronic comment, EPA
recommends that you include your
name and other contact information in
the body of your comment and with any
disk or CD-ROM you submit. If EPA

cannot read your comment due to
technical difficulties and cannot contact
you for clarification, EPA may not be
able to consider your comment.
Electronic files should avoid the use of
special characters, any form of
encryption, and be free of any defects or
viruses.

Docket: All documents in the docket
are listed in the http://
www.regulations.gov index. Although
listed in the index, some information is
not publicly available, e.g., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
will be publicly available only in hard
copy. Publicly available docket
materials are available either
electronically in http://
www.regulations.gov or in hard copy at
the Air Planning Section (6PD-L),
Environmental Protection Agency, 1445
Ross Avenue, Suite 700, Dallas, Texas
75202-2733. The file will be made
available by appointment for public
inspection in the Region 6 FOIA Review
Room between the hours of 8:30 a.m.
and 4:30 p.m. weekdays except for legal
holidays. Contact the person listed in
the FOR FURTHER INFORMATION CONTACT
paragraph below or Mr. Bill Deese at
214-665-7253 to make an appointment.
If possible, please make the
appointment at least two working days
in advance of your visit. There will be
a 15 cent per page fee for making
photocopies of documents. On the day
of the visit, please check in at the EPA
Region 6 reception area at 1445 Ross
Avenue, Suite 700, Dallas, Texas.

The State submittal is also available
for public inspection during official
business hours, by appointment, at the
Texas Commission on Environmental
Quality, Office of Air Quality, 12124
Park 35 Circle, Austin, Texas 78753.
FOR FURTHER INFORMATION CONTACT: Carl
Young, Air Planning Section (6PD-L),
Environmental Protection Agency,
Region 6, 1445 Ross Avenue, Suite 700,
Dallas, Texas 75202—-2733, telephone
(214) 665—6645; fax number (214) 665—
7263; e-mail address
young.carl@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document whenever
“we,” “us,” or “our” is used, we mean
EPA. This section provides additional
information by addressing the following
questions:

I. What action is EPA proposing in today’s
notice?

II. What is the background for this proposed
action?

III. What is EPA’s evaluation of Texas’
submittal?

IV. Statutory and Executive Order Reviews


http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
mailto:donaldson.guy@epa.gov
mailto:young.carl@epa.gov

Federal Register/Vol. 76, No. 71/Wednesday, April 13, 2011/Proposed Rules

20603

I. What action is EPA proposing in
today’s notice?

We are proposing to disapprove a
submission from the State of Texas
intended to demonstrate that Texas has
adequately addressed the elements of
CAA section 110(a)(2)(D)(@i)(I) that
require the State’s SIP to contain
adequate provisions to prohibit air
pollutant emissions from sources within
a state from significantly contributing to
nonattainment in or interference with
maintenance of the 2006 24-hour PM, 5
NAAQS in any other state. We are
proposing to determine that the Texas
submission does not contain adequate
provisions to prohibit air pollutant
emissions from within the state that
significantly contribute to
nonattainment in or interference with
maintenance of the 2006 24-hour PM- s
NAAQS in other downwind states. Any
remaining elements of the submittal,
including language to address other
CAA Section 110(a)(2) elements, are not
addressed in this action. EPA is
proposing to disapprove only the
provisions which relate to the Section
110(a)(2)(D)(i)(I) demonstration for the
2006 PM, s NAAQS. This action is being
taken under section 110 of the CAA.

II. What is the background for this
proposed action?

On December 18, 2006, we revised the
24-hour average PM, s primary and
secondary NAAQS from 65 micrograms
per cubic meter (ug/m3) to 35 ug/ms3.
Section 110(a)(1) of the CAA requires
states to submit infrastructure SIPs to
address a new or revised NAAQS within
3 years after promulgation of such
standards, or within such shorter period
as EPA may prescribe.?

Section 110(a)(2) lists the elements
that such new infrastructure SIPs must
address, as applicable, including section
110(a)(2)(D)(i), which pertains to
interstate transport of certain emissions.
On September 25, 2009, we issued our
“Guidance on SIP Elements Required
Under Sections 110(a)(1) and (2) for the
2006 24-Hour Fine Particle (PM, s)
National Ambient Air Quality Standards
(NAAQS)” (2009 Guidance). We
developed the 2009 Guidance to make
recommendations to states for making
submissions to meet the requirements of

1The rule for the revised PM, s NAAQS was
signed by the Administrator and publically
disseminated on September 21, 2006. The rule was
published in the Federal Register on October 17,
2006 and became effective December 18, 2006 (71
FR 61144). Because EPA did not prescribe a shorter
period for 110(a) SIP submittals, these submittals
for the 2006 24-hour NAAQS were due on
September 21, 2009, three years from the September
21, 2006 signature date.

section 110, including 110(a)(2)(D)(i) for
the revised 2006 24-hour PM, s NAAQS.

As identified in the 2009 Guidance,
the “good neighbor” provisions in
section 110(a)(2)(D)(i) require each state
to submit a SIP that prohibits emissions
that adversely affect another state in the
ways contemplated in the statute.
Section 110(a)(2)(D)(i) contains four
distinct requirements related to the
impacts of interstate transport. The SIP
must prevent sources in the state from
emitting pollutants in amounts which
will: (1) Contribute significantly to
nonattainment of the NAAQS in other
states; (2) interfere with maintenance of
the NAAQS in other states; (3) interfere
with provisions to prevent significant
deterioration of air quality in other
states; or (4) interfere with efforts to
protect visibility in other states.

In the 2009 Guidance, we indicated
that SIP submissions from States
pertaining to the “significant
contribution” and “interfere with
maintenance” requirements of section
110(a)(2)(D)(1)(I) should contain
adequate provisions to prohibit air
pollutant emissions from within the
state that contribute significantly to
nonattainment or interfere with
maintenance of the NAAQS in any other
state. We further indicated that the
state’s submission should explain
whether or not emissions from the state
have this impact and, if so, address the
impact. We stated that the state’s
conclusion should be supported by an
adequate technical analysis. We
recommended the various types of
information that could be relevant to
support the state SIP submission, such
as information concerning emissions in
the state, meteorological conditions in
the state and the potentially impacted
states, monitored ambient
concentrations in the state, and air
quality modeling. Furthermore, we
indicated that states should address the
“interfere with maintenance”
requirement independently which
requires an evaluation of impacts on
areas of other states that are meeting the
2006 24-hour PM, s NAAQS, not merely
areas designated nonattainment. Lastly
in the 2009 Guidance, we stated that
states could not rely on the Clean Air
Interstate Rule (CAIR) to comply with
CAA section 110(a)(2)(D)(i)
requirements for the 2006 24-hour PM, s
NAAQS because CAIR does not address
this NAAQS.

We promulgated the CAIR on May 12,
2005, (see 70 FR 25162). CAIR required
states to reduce emissions of sulfur
dioxide and nitrogen oxides that
significantly contribute to, and interfere
with maintenance of the 1997 NAAQS
for PM, s and/or ozone in any

downwind state. CAIR was intended to
provide states covered by the rule with
a mechanism to satisfy their CAA
section 110(a)(2)(D)(i)(I) obligations to
address significant contribution to
downwind nonattainment and
interference with maintenance in
another state with respect to the 1997 8-
hour ozone and PM, s NAAQS. Many
states adopted the CAIR provisions and
submitted SIPs to us to demonstrate
compliance with the CAIR requirements
in satisfaction of their 110(a)(2)(D)@{)(I)
obligations for those two pollutants.

We were sued by a number of parties
on various aspects of CAIR, and on July
11, 2008, the U.S. Court of Appeals for
the District of Columbia Circuit issued
its decision to vacate and remand both
CAIR and the associated CAIR Federal
Implementation Plans (FIP) in their
entirety. North Carolina v. EPA, 531
F.3d 836 (DC Cir. Jul. 11, 2008).
However, in response to our petition for
rehearing, the Court issued an order
remanding CAIR to us without vacating
either CAIR or the CAIR FIPs. North
Carolina v. EPA, 550 F.3d 1176 (DC Cir.
Dec. 23, 2008). The Court thereby left
CAIR in place in order to “temporarily
preserve the environmental values
covered by CAIR” until we replace it
with a rule consistent with the Court’s
opinion. Id. at 1178. The Court directed
us to “remedy CAIR’s flaws” consistent
with its July 11, 2008, opinion, but
declined to impose a schedule on us for
completing that action. Id. In order to
address the judicial remand of CAIR, we
have proposed a new rule to address
interstate transport pursuant to section
110(a)(2)(D)(1)(1), the “Federal
Implementation Plans to Reduce
Interstate Transport of Fine Particulate
Matter and Ozone” (Transport Rule).2

II1. What is EPA’s evaluation of Texas’
submittal?

On November 23, 2009, the State of
Texas, through TCEQ, provided a SIP
revision to us intended to address the
requirements of Section 110(a)(2)(D)(i)(I)
for the 2006 24-hour PM, s NAAQS as
well as other requirements of Section
110(a)(2). In this rulemaking, we are
addressing only the requirements of
Section 110(a)(2) that pertain to
prohibiting sources in Texas from
emitting pollutants that will
significantly contribute to
nonattainment or interfere with
maintenance of the 2006 24-hour PM, 5
NAAQS in other states.

2 See “Federal Implementation Plans to Reduce
Interstate Transport of Fine Particulate Matter and
Ozone; Proposed Rule,” 75 FR 45210 (August 2,
2010).
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In its submission, Texas certified that
the State is meeting its Section
110(a)(2)(D)(i)(I) obligations by virtue of
its CAIR SIP for PM, 5. Texas
specifically said that it submitted a SIP
revision to implement CAIR and is
currently in the process of revising the
CAIR SIP and rule to account for federal
rule revisions and state legislative
changes.3 Irrespective, CAIR was
promulgated before the 24-hour PM- 5
NAAQS was revised in 2006, and as
mentioned above neither CAIR nor any
of the State’s revisions to its CAIR
program address interstate transport
with respect to the 2006 PM> s NAAQS.4
Thus, reliance on CAIR and the State’s
CAIR SIP provisions cannot be used to
comply with Section 110(a)(2)(D)(i)(I)
for the respective 2006 PM, s NAAQS.

We also note that several states in
their submission claim that controls
planned for or already installed on
sources within the state to meet the
CAIR provisions satisfied the Section
110(a)(2)(D)(1)(I) requirements for the
2006 24-hour PM, s NAAQS. However,
states will not be able to rely
permanently upon the emissions
reductions predicted by CAIR, because
CAIR was remanded to us and will not
remain in force permanently.
Furthermore, we are in the process of
developing a new Transport Rule to
address the concerns of the Court as
outlined in its decision remanding
CAIR. For these reasons, we would not
be able to approve Texas’ SIP
submission pertaining to the
requirements under Section
110(a)(2)(D)(i)(I) because it relies on
CAIR for emission reduction measures.

Based upon our evaluation, we are
proposing that this SIP revision does not
meet the requirements of Section
110(a)(2)(D)(1)(I) of the CAA. Therefore,
we are proposing to disapprove the
portion of the Texas Infrastructure SIP
submission intended to demonstrate
that its SIP meets the Interstate
Transport requirements of
110(a)(2)(D)(1)(I) of the CAA for the 2006

30n July 30, 2007, we approved as an abbreviated
SIP revision for the allowance allocation
methodologies for Phase 1 of the CAIR NOx annual
trading program and the Compliance Supplement
Pool; see 72 FR 41453. The subsequent SIP revision
was submitted to EPA for review in March 4, 2010,
and was submitted to address our timing concerns
with the Texas allowance allocation methodology
for Phase 2 of the CAIR NOx annual trading
program. EPA has not acted on this subsequent SIP
revision submittal and is not taking action on it at
this time.

4 Further, as explained above and in the
Transport Rule proposal, the DC Circuit in North
Carolina v. EPA found that EPA’s quantification of
states’ significant contribution and interference
with maintenance in CAIR was improper and
remanded the rule to EPA. CAIR remains in effect
only temporarily.

PM, s NAAQS. The portion of the Texas
submission that addresses
110(a)(2)(D)@{)(I) is severable from the
remainder of the Texas submittal which
addresses other elements of 110(a)(2),
meaning our disapproval of this element
does not impact the other elements of
the Texas submission which we will
address in separate Federal Register
actions. Therefore, we are proposing to
disapprove only those provisions which
relate to the 110(a)(2)(D)(1)(I)
demonstration and to take no action on
the remainder of the elements and their
demonstrations at this time.

Under section 179(a) of the CAA, final
disapproval of a submittal that
addresses a requirement of a Part D Plan
(42 U.S.C.A. §§ 7501-7515) or is
required in response to a finding of
substantial inadequacy as described in
§7410(k)(5) (SIP call), starts a sanctions
clock. The provisions in the submittal
we are proposing to disapprove were
not submitted to meet either of those
requirements. Therefore, if we take final
action to disapprove this submittal, no
sanctions will be triggered. The full or
partial disapproval of a required State
Implementation Plan revision triggers
the requirement under section 110(c)
that EPA promulgate a FIP no later than
2 years from the date of the disapproval
unless the State corrects the deficiency,
and the Administrator approves the
plan or plan revision before the
Administrator promulgates such FIP. In
our Transport Rule proposal we took
comment on whether we should include
Texas in a FIP for PM, 5 (75 FR 45210,
45284). The finalized Transport Rule
may serve as the FIP that EPA intends
to implement for the State.

IV. Statutory and Executive Order
Reviews

Under the CAA, the Administrator is
required to approve a SIP submission
that complies with the provisions of the
Act and applicable Federal regulations.
42 U.S.C. 7410(k); 40 CFR 52.02(a).
Thus, in reviewing SIP submissions,
EPA’s role is to act on state law as
meeting Federal requirements and does
not impose additional requirements
beyond those imposed by State law.

A. Executive Order 12866: Regulatory
Planning and Review and Executive
Order 13563: Improving Regulation and
Regulatory Review

This proposed action is not a
“significant regulatory action” under the
terms of Executive Order 12866 (58 FR
51735, October 4, 1993) and is therefore
not subject to review under Executive
Orders 12866 and 13563 (76 FR 3821,
January 21, 2011).

B. Paperwork Reduction Act

This proposed action does not impose
an information collection burden under
the provisions of the Paperwork
Reduction Act, 44 U.S.C. 3501 et seq.,
because this proposed SIP disapproval
under section 110 and subchapter I, part
D of the Clean Air Act will not in-and-
of itself create any new information
collection burdens but simply
disapproves certain State requirements
for inclusion into the SIP. Burden is
defined at 5 CFR 1320.3(b).

C. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
generally requires an agency to conduct
a regulatory flexibility analysis of any
rule subject to notice and comment
rulemaking requirements unless the
agency certifies that the rule will not
have a significant economic impact on
a substantial number of small entities.
Small entities include small businesses,
small not-for-profit enterprises, and
small governmental jurisdictions. For
purposes of assessing the impacts of
today’s rule on small entities, small
entity is defined as: (1) A small business
as defined by the Small Business
Administration’s (SBA) regulations at 13
CFR 121.201; (2) a small governmental
jurisdiction that is a government of a
city, county, town, school district or
special district with a population of less
than 50,000; and (3) a small
organization that is any not-for-profit
enterprise which is independently
owned and operated and is not
dominant in its field.

After considering the economic
impacts of today’s proposed rule on
small entities, I certify that this action
will not have a significant impact on a
substantial number of small entities.
This rule does not impose any
requirements or create impacts on small
entities. This proposed SIP disapproval
under section 110 and subchapter I, part
D of the Clean Air Act will not in-and-
of itself create any new requirements
but simply disapproves certain State
requirements for inclusion into the SIP.
Accordingly, it affords no opportunity
for EPA to fashion for small entities less
burdensome compliance or reporting
requirements or timetables or
exemptions from all or part of the rule.
The fact that the Clean Air Act
prescribes that various consequences
(e.g., higher offset requirements) may or
will flow from this disapproval does not
mean that EPA either can or must
conduct a regulatory flexibility analysis
for this action. Therefore, this action
will not have a significant economic
impact on a substantial number of small
entities.
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We continue to be interested in the
potential impacts of this proposed rule
on small entities and welcome
comments on issues related to such
impacts.

D. Unfunded Mandates Reform Act

This action contains no Federal
mandates under the provisions of Title
II of the Unfunded Mandates Reform
Act of 1995 (UMRA), 2 U.S.C. 1531—
1538 for State, local, or tribal
governments or the private sector.” EPA
has determined that the proposed
disapproval action does not include a
Federal mandate that may result in
estimated costs of $100 million or more
to either State, local, or tribal
governments in the aggregate, or to the
private sector. This action proposes to
disapprove pre-existing requirements
under State or local law, and imposes
no new requirements. Accordingly, no
additional costs to State, local, or tribal
governments, or to the private sector,
result from this action.

E. Executive Order 13132, Federalisim

Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999), requires EPA to develop an
accountable process to ensure
“meaningful and timely input by State
and local officials in the development of
regulatory policies that have federalism
implications.” “Policies that have
federalism implications” is defined in
the Executive Order to include
regulations that have “substantial direct
effects on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.”

This proposed action does not have
federalism implications. It will not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, because it
merely disapproves certain State
requirements for inclusion into the SIP
and does not alter the relationship or
the distribution of power and
responsibilities established in the Clean
Air Act. Thus, Executive Order 13132
does not apply to this action.

F. Executive Order 13175, Coordination
With Indian Tribal Governments

This proposed action does not have
tribal implications, as specified in
Executive Order 13175 (65 FR 67249,
November 9, 2000), because the SIP EPA
is proposing to disapprove would not
apply in Indian country located in the

state, and EPA notes that it will not
impose substantial direct costs on tribal
governments or preempt tribal law.
Thus, Executive Order 13175 does not
apply to this action.

G. Executive Order 13045, Protection of
Children From Environmental Health
Risks and Safety Risks

EPA interprets Executive Order 13045
(62 FR 19885, April 23, 1997) as
applying only to those regulatory
actions that concern health or safety
risks, such that the analysis required
under section 5-501 of the Executive
Order has the potential to influence the
regulation. This proposed action is not
subject to Executive Order 13045
because it because it is not an
economically significant regulatory
action based on health or safety risks
subject to Executive Order 13045 (62 FR
19885, April 23, 1997).This proposed
SIP disapproval under section 110 and
subchapter I, part D of the Clean Air Act
will not in-and-of itself create any new
regulations but simply disapproves
certain State requirements for inclusion
into the SIP.

H. Executive Order 13211, Actions That
Significantly Affect Energy Supply,
Distribution or Use

This proposed action is not subject to
Executive Order 13211 (66 FR 28355,
May 22, 2001) because it is not a
significant regulatory action under
Executive Order 12866.

I. National Technology Transfer and
Advancement Act

Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (“NTTAA”), Public Law
104-113, section 12(d) (15 U.S.C. 272
note) directs EPA to use voluntary
consensus standards in its regulatory
activities unless to do so would be
inconsistent with applicable law or
otherwise impractical. Voluntary
consensus standards are technical
standards (e.g., materials specifications,
test methods, sampling procedures, and
business practices) that are developed or
adopted by voluntary consensus
standards bodies. NTTAA directs EPA
to provide Congress, through OMB,
explanations when the Agency decides
not to use available and applicable
voluntary consensus standards.

The EPA believes that this proposed
action is not subject to requirements of
Section 12(d) of NTTAA because
application of those requirements would
be inconsistent with the Clean Air Act.

J. Executive Order 12898: Federal
Actions To Address Environmental
Justice in Minority Populations and
Low-Income Populations

Executive Order 12898 (59 FR 7629
(Feb. 16, 1994)) establishes Federal
executive policy on environmental
justice. Its main provision directs
federal agencies, to the greatest extent
practicable and permitted by law, to
make environmental justice part of their
mission by identifying and addressing,
as appropriate, disproportionately high
and adverse human health or
environmental effects of their programs,
policies, and activities on minority
populations and low-income
populations in the United States.

EPA lacks the discretionary authority
to address environmental justice in this
proposed action. In reviewing SIP
submissions, EPA’s role is to approve or
disapprove state choices, based on the
criteria of the Clean Air Act.
Accordingly, this action merely
proposes to disapproves certain State
requirements for inclusion into the SIP
under section 110 and subchapter I, part
D of the Clean Air Act and will not in-
and-of itself create any new
requirements. Accordingly, it does not
provide EPA with the discretionary
authority to address, as appropriate,
disproportionate human health or
environmental effects, using practicable
and legally permissible methods, under
Executive Order 12898.

K. Statutory Authority
The statutory authority for this action

is provided by section 110 of the CAA,
as amended (42 U.S.C. 7410).

List of Subjects in 40 CFR Part 52
Environmental protection, Air
pollution control, Intergovernmental
relations, Particulate matter.
Dated: April 5, 2011.
Al Armendariz,
Regional Administrator, Region 6.
[FR Doc. 2011-8995 Filed 4-12-11; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 300
[EPA-HQ-SFUND-1983-0002; FRL-9291-5]
National Oil and Hazardous Substance
Pollution Contingency Plan National

Priorities List: Deletion of the
Spiegelberg Landfill Superfund Site

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule: notice of intent.
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SUMMARY: The U.S. Environmental
Protection Agency (EPA) Region 5 is
issuing a Notice of Intent to Delete the
Spiegelberg Landfill Superfund Site
(Site) located in Green Oak Township,
Michigan from the National Priorities
List (NPL) and requests public
comments on this proposed action. The
NPL, promulgated pursuant to Section
105 of the Comprehensive
Environmental Response,
Compensation, and Liability Act
(CERCLA) of 1980, as amended, is an
appendix of the National Oil and
Hazardous Substances Pollution
Contingency Plan (NCP). EPA and the
State of Michigan, through the Michigan
Department of Environmental Quality,
have determined that all appropriate
response actions under CERCLA have
been completed. However, this deletion
does not preclude future actions under
Superfund.

DATES: Comments must be received by
May 13, 2011.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-HQ-
SFUND-1983-0002, by one of the
following methods:

e http://www.regulations.gov: Follow
on-line instructions for submitting
comments.

e E-mail: Howard Caine, Remedial
Project Manager, at
caine.howard@epa.gov or Cheryl Allen,
Community Involvement Coordinator, at
allen.cheryl@epa.gov.

e Fax:Gladys Beard, Deletion Process
Manager, at (312) 697—-2077.

e Mail: Howard Caine, Remedial
Project Manager, U.S. Environmental
Protection Agency (SR-6]), 77 W.
Jackson Boulevard, Chicago, IL 60604,
(312) 353-9685, or Cheryl Allen,
Community Involvement Coordinator,
U.S. Environmental Protection Agency
(SI-77), 77 W. Jackson Boulevard,
Chicago, IL 60604, (312) 353-6196 or
(800) 621-8431.

e Hand Delivery: Cheryl Allen,
Community Involvement Coordinator,
U.S. Environmental Protection Agency
(SI-7]), 77 W. Jackson Blvd., Chicago, IL
60604. Such deliveries are only
accepted during the docket’s normal
hours of operation, and special
arrangements should be made for
deliveries of boxed information. The
normal business hours are Monday
through Friday, 8:30 a.m. to 4:30 p.m.,
excluding holidays.

Instructions: Direct your comments to
Docket ID no. EPA-HQ-SFUND-1983—
0002. EPA’s policy is that all comments
received will be included in the public
docket without change and may be
made available online at http://
www.regulations.gov, including any

personal information provided, unless
the comment includes information
claimed to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit information that you
consider to be CBI or otherwise
protected through http://
www.regulations.gov or e-mail. The
http://www.regulations.gov Web site is
an “anonymous access” system, which
means EPA will not know your identity
or contact information unless you
provide it in the body of your comment.
If you send an e-mail comment directly
to EPA without going through http://
www.regulations.gov, your e-mail
address will be automatically captured
and included as part of the comment
that is placed in the public docket and
made available on the Internet. If you
submit an electronic comment, EPA
recommends that you include your
name and other contact information in
the body of your comment and with any
disk or CD-ROM you submit. If EPA
cannot read your comment due to
technical difficulties and cannot contact
you for clarification, EPA may not be
able to consider your comment.
Electronic files should avoid the use of
special characters, any form of
encryption, and be free of any defects or
viruses.

Docket: All documents in the docket
are listed in the http://
www.regulations.gov index. Although
listed in the index, some information
may not be publicly available, e.g., CBI
or other information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
will be publicly available only in the
hard copy. Publicly available docket
materials are available either
electronically at http://
www.regulations.gov or in hard copy at:

¢ U.S. Environmental Protection
Agency—Region 5, 77 W. Jackson
Boulevard, Chicago, IL 60604, Hours:
Monday through Friday, 8:30 a.m. to
4:30 p.m., excluding Federal holidays.

e Hamburg Township Library, 10411
Merrill Road., P.O. Box 247, Hamburg,
MI 48139, (810) 231-1771, Hours:
Monday through Thursday, 9 a.m. to 8
p.m.; Friday 12 p.m. to 6 p.m. and
Saturday 9 a.m. to 5 p.m.

FOR FURTHER INFORMATION CONTACT:
Howard Caine, Remedial Project
Manager, U.S. Environmental Protection
Agency (SR-6]), 77 W. Jackson Blvd.,
Chicago, IL 60604, (312) 353-9685,
caine.howard@epa.gov.

SUPPLEMENTARY INFORMATION: In the
“Rules and Regulations” section of
today’s Federal Register, we are
publishing a direct final Notice of

Deletion of the Spiegelberg Landfill
Superfund Site without prior Notice of
Intent to Delete because we view this as
a noncontroversial revision and
anticipate no adverse comment. We
have explained our reasons for this
deletion in the preamble to the direct
final Notice of Deletion, and those
reasons are incorporated herein. If we
receive no adverse comment(s) on this
deletion action, we will not take further
action on this Notice of Intent to Delete.
If we receive adverse comment(s), we
will withdraw the direct final Notice of
Deletion, and it will not take effect. We
will, as appropriate, address all public
comments in a subsequent final Notice
of Deletion based on this Notice of
Intent to Delete. We will not institute a
second comment period on this Notice
of Intent to Delete. Any parties
interested in commenting must do so at
this time.

For additional information, see the
direct final Notice of Deletion which is
located in the Rules and Regulations
section of this Federal Register.

List of Subjects in 40 CFR Part 300

Environmental protection, Air
pollution control, Chemicals, Hazardous
waste, Hazardous substances,
Intergovernmental relations, Penalties,
Reporting and recordkeeping
requirements, Superfund, Water
pollution control, Water supply.

Authority: 33 U.S.C. 1321(c)(2); 42 U.S.C.
9601-9657; E.O. 12777, 56 FR 54757, 3 CFR,
1991 Comp., p. 351; E.O. 12580, 52 FR 2923;
3 CFR, 1987 Comp., p. 193.

Dated: April 5, 2011.

Susan Hedman,

Regional Administrator, Region 5.

[FR Doc. 2011-8880 Filed 4—12—-11; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

44 CFR Part 67

[Docket ID FEMA-2011-0002; Internal
Agency Docket No. FEMA-B-1188]

Proposed Flood Elevation
Determinations

AGENCY: Federal Emergency
Management Agency, DHS.

ACTION: Proposed rule.

SUMMARY: Comments are requested on
the proposed Base (1% annual-chance)
Flood Elevations (BFEs) and proposed
BFE modifications for the communities
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listed in the table below. The purpose
of this proposed rule is to seek general
information and comment regarding the
proposed regulatory flood elevations for
the reach described by the downstream
and upstream locations in the table
below. The BFEs and modified BFEs are
a part of the floodplain management
measures that the community is
required either to adopt or to show
evidence of having in effect in order to
qualify or remain qualified for
participation in the National Flood
Insurance Program (NFIP). In addition,
these elevations, once finalized, will be
used by insurance agents and others to
calculate appropriate flood insurance
premium rates for new buildings and
the contents in those buildings.

DATES: Comments are to be submitted
on or before July 12, 2011.

ADDRESSES: The corresponding
preliminary Flood Insurance Rate Map
(FIRM) for the proposed BFEs for each
community is available for inspection at
the community’s map repository. The
respective addresses are listed in the
table below.

You may submit comments, identified
by Docket No. FEMA—-B-1188, to Luis
Rodriguez, Chief, Engineering
Management Branch, Federal Insurance
and Mitigation Administration, Federal
Emergency Management Agency, 500 C
Street, SW., Washington, DC 20472,
(202) 646-4064, or (e-mail)
luis.rodriguez1@dhs.gov.

FOR FURTHER INFORMATION CONTACT: Luis
Rodriguez, Chief, Engineering
Management Branch, Federal Insurance
and Mitigation Administration, Federal

Emergency Management Agency, 500 C
Street, SW., Washington, DC 20472,
(202) 646—4064, or (e-mail)
luis.rodriguez1@dhs.gov.

SUPPLEMENTARY INFORMATION: The
Federal Emergency Management Agency
(FEMA) proposes to make
determinations of BFEs and modified
BFEs for each community listed below,
in accordance with section 110 of the
Flood Disaster Protection Act of 1973,
42 U.S.C. 4104, and 44 CFR 67.4(a).

These proposed BFEs and modified
BFEs, together with the floodplain
management criteria required by 44 CFR
60.3, are the minimum that are required.
They should not be construed to mean
that the community must change any
existing ordinances that are more
stringent in their floodplain
management requirements. The
community may at any time enact
stricter requirements of its own or
pursuant to policies established by other
Federal, State, or regional entities.
These proposed elevations are used to
meet the floodplain management
requirements of the NFIP and also are
used to calculate the appropriate flood
insurance premium rates for new
buildings built after these elevations are
made final, and for the contents in those
buildings.

Comments on any aspect of the Flood
Insurance Study and FIRM, other than
the proposed BFEs, will be considered.
A letter acknowledging receipt of any
comments will not be sent.

National Environmental Policy Act.
This proposed rule is categorically
excluded from the requirements of 44
CFR part 10, Environmental

Consideration. An environmental
impact assessment has not been
prepared.

Regulatory Flexibility Act. As flood
elevation determinations are not within
the scope of the Regulatory Flexibility
Act, 5 U.S.C. 601-612, a regulatory
flexibility analysis is not required.

Executive Order 12866, Regulatory
Planning and Review. This proposed
rule is not a significant regulatory action
under the criteria of section 3(f) of
Executive Order 12866, as amended.

Executive Order 13132, Federalism.
This proposed rule involves no policies
that have federalism implications under
Executive Order 13132.

Executive Order 12988, Civil Justice
Reform. This proposed rule meets the
applicable standards of Executive Order
12988.

List of Subjects in 44 CFR Part 67

Administrative practice and
procedure, Flood insurance, Reporting
and recordkeeping requirements.

Accordingly, 44 CFR part 67 is
proposed to be amended as follows:

PART 67—[AMENDED]

1. The authority citation for part 67
continues to read as follows:

Authority: 42 U.S.C. 4001 et seq.;
Reorganization Plan No. 3 of 1978, 3 CFR,
1978 Comp., p. 329; E.O. 12127, 44 FR 19367,
3 CFR, 1979 Comp., p. 376.

§67.4 [Amended]

2. The tables published under the
authority of § 67.4 are proposed to be
amended as follows:

* Elevation in feet
(NGVD)
+ Elevation in feet
(NAVD)
Flooding source(s) Location of referenced elevation ** # Depthg'r%lfﬁ%t above Communities affected
A Elevation in meters
(MSL)
Effective Modified
Sevier County, Utah, and Incorporated Areas
Albinus Canyon ........cccccecee. Approximately 400 feet downstream of Old U.S. High- None +5343 | Unincorporated Areas of
way 89. Sevier County.
Approximately 500 feet upstream of 1-70 ................... None +5445
East Koosharem Creek ......... Approximately 1,800 feet downstream of West 200 None +6870 | Town of Koosharem, Unin-
South Street. corporated Areas of
Sevier County.
Approximately 500 feet upstream of North 300 West None +6975
Street.
Indian Creek .......cccecvevuennenne. Approximately 500 feet downstream of East 300 None +5416 | Town of Joseph.
North Street.
At the downstream side of =70 ..........ccoeviiiiiiiicenn. None +5504
Indian Creek Split Flow ......... Approximately 400 feet downstream of State Highway None +5435 | Town of Joseph.
118.
At the Indian Creek divergence .........c..ccccviiiviineennn. None +5485
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* Elevation in feet
(NGVD)
+ Elevation in feet
(NAVD)
Flooding source(s) Location of referenced elevation ** # Depthg'r%ﬁ%t above Communities affected
A Elevation in meters
(MSL)
Effective Modified
Koosharem Creek ................. Approximately 1,700 feet downstream of West 200 None +6878 | Town of Koosharem, Unin-
South Street. corporated Areas of
Sevier County.
Approximately 0.4 mile upstream of West 200 North None +7037
Street.
North Koosharem Creek ....... Approximately 700 feet downstream of North 200 None +6893 | Town of Koosharem, Unin-
East Street. corporated Areas of
Sevier County.
Approximately 1,800 feet upstream of North 300 West None +7033
Street.

*National Geodetic Vertical Datum.

+North American Vertical Datum.

# Depth in feet above ground.

AMean Sea Level, rounded to the nearest 0.1 meter.

**BFEs to be changed include the listed downstream and upstream BFEs, and include BFEs located on the stream reach between the ref-
erenced locations above. Please refer to the revised Flood Insurance Rate Map located at the community map repository (see below) for
exact locations of all BFEs to be changed.

Send comments to Luis Rodriguez, Chief, Engineering Management Branch, Federal Insurance and Mitigation Administration, Federal Emer-
gency Management Agency, 500 C Street, SW., Washington, DC 20472.

ADDRESSES
Town of Joseph
Maps are available for inspection at 25 East 100 North Street, Joseph, UT 84739.
Town of Koosharem
Maps are available for inspection at 45 North Main Street, Koosharem, UT 84744.
Unincorporated Areas of Sevier County
Maps are available for inspection at 250 North Main Street, Richfield, UT 84701.

Yakima County, Washington, and Incorporated Areas

Cottonwood Creek ................ Approximately 970 feet downstream of Dazet Road ... None +1244 | Unincorporated Areas of
Yakima County.
Approximately 2.08 miles upstream of Hubbard Road None +1831
Cottonwood Creek Left Bank | At the Cottonwood Creek confluence ...........cccceeveenne None +1293 | Unincorporated Areas of
Overflow Downstream. Yakima County.
At the Cottonwood Creek divergence ..........cccccoeeenee. None +1323
Cottonwood Creek Left Bank | Approximately 0.26 mile downstream of Canyon Road None +1406 | Unincorporated Areas of
Overflow Upstream. Yakima County.
Approximately 0.64 mile upstream of Canyon Road ... None +1475
Cottonwood Creek Tributary | At the Cottonwood Creek confluence ...........ccocceeveenne None +1613 | Unincorporated Areas of
1. Yakima County.
Approximately 0.53 mile upstream of Cottonwood None +1668
Canyon Road.
Secondary Tributary to Wide | At the Tributary to Wide Hollow Creek Tributary 2 None +1519 | Unincorporated Areas of
Hollow Tributary 2. confluence. Yakima County.
Approximately 0.36 mile upstream of the Tributary to None +1569
Wide Hollow Creek Tributary 2 confluence.
Shaw Creek .......cccceeeveennenne At the Wide Hollow Creek confluence ...........cccceeuee. None +1179 | City of Yakima, Unincor-
porated Areas of Yakima
County.
Approximately 160 feet upstream of Summitview None +1438
Road.
Shaw Creek—Wide Hollow At the Wide Hollow Creek confluence ............cccoceeeneee. None +1152 | City of Yakima.
Creek Overflow.
Approximately 0.27 mile upstream of Westbrook Loop None +1182
Shaw Creek—Wide Hollow At the Wide Hollow Creek confluence ............c........... None +1151 | City of Yakima.
Creek Walmart Overflow 1.
Approximately 1,307 feet upstream of South 64th Av- None +1158
enue.
Shaw Creek—Wide Hollow At the Wide Hollow Creek confluence ..........c.cccocueeneee. None +1149 | City of Yakima.
Creek Walmart Overflow 2.
Approximately 1,236 feet upstream of South 64th Av- None +1160
enue.
Shaw Creek Ditch 1 .............. At the Shaw Creek confluence ..........cccocoeeviiieencennen. None +1431 | Unincorporated Areas of
Yakima County.
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* Elevation in feet

(NGVD)
+ Elevation in feet
(NAVD)
Flooding source(s) Location of referenced elevation ** # Depthg'r%ﬁ%t above Communities affected
A Elevation in meters
(MSL)
Effective Modified
Approximately 170 feet downstream of North 112th None +1435
Avenue.
Shaw Creek Left Bank Over- | At the Shaw Creek confluence .........ccccooeeiiiiiiineennns None +1252 | Unincorporated Areas of
flow. Yakima County.
At the Shaw Creek divergence ..........cccccevvveeieeicenenenn. None +1270
Shaw Creek North Pear At the Shaw Creek confluence ...........c.cccceeiviiiinennn. None +1235 | City of Yakima, Unincor-
Overflow. porated Areas of Yakima
County.
Approximately 560 feet upstream of Orchard Avenue None +1284
Shaw Creek Overflow ........... At the Shaw Creek confluence ..........cccocceeviiicnnenennen. None +1187 | City of Yakima, Unincor-
porated Areas of Yakima
County.
Approximately 0.3 mile upstream of South 91st Ave- None +1222
nue.
Shaw Creek Overflow South | At the Shaw Creek confluence .........ccccooveieiiiiiinnennns None +1182 | City of Yakima, Unincor-
porated Areas of Yakima
County.
Approximately 0.32 mile upstream of South 88th Ave- None +1215
nue.
Shaw Creek Tributary ........... At the Shaw Creek confluence ...........c.ccoceeiiveinnennn. None +1230 | Unincorporated Areas of
Yakima County.
Approximately 160 feet downstream of South Mize None +1407
Road.
Tributary to Wide Hollow At the Wide Hollow Creek Tributary 2 confluence ....... None +1470 | Unincorporated Areas of
Creek Tributary 2. Yakima County.
Approximately 0.42 mile upstream of Lynch Road ...... None +1566
Wide Hollow Creek ............... At the Yakima River confluence ..........cccccoeoienininenenn. +959 +958 | City of Union Gap, City of
Yakima, Unincorporated
Areas of Yakima Coun-
ty.
Approximately 1.08 miles upstream of Stone Road .... None +1733
Wide Hollow Creek Mill Weir | At the Wide Hollow Creek confluence ..........ccccceeueenee. None +958 | City of Union Gap.
Overflow.
At the Wide Hollow Creek divergence None +964
Wide Hollow Creek Right At the Wide Hollow Creek confluence None +1413 | Unincorporated Areas of
Bank Overflow 1. Yakima County.
Approximately 0.32 mile upstream of Wide Hollow None +1450
Road.
Wide Hollow Creek Tributary | At the Wide Hollow Creek confluence ..........c.ccoceeeueee. None +1482 | Unincorporated Areas of
1. Yakima County.
Approximately 1.08 miles upstream of Cook Road ..... None +1712
Wide Hollow Creek Tributary | At the Wide Hollow Creek Tributary 1 confluence ....... None +1647 | Unincorporated Areas of
1 Midflow Split. Yakima County.
At the Wide Hollow Creek Tributary 1 divergence ....... None +1660
Wide Hollow Creek Tributary | Approximately 300 feet downstream of Stone Road ... None +1470 | Unincorporated Areas of
1 Left Bank Overflow. Yakima County.
Approximately 0.7 mile upstream of Hollow Creek None +1545
Lane.
Wide Hollow Creek Tributary | At the Wide Hollow Creek confluence ............ccccccueee. None +1450 | Unincorporated Areas of
2. Yakima County.
Approximately 0.45 mile upstream of Tieton Drive ...... None +1594
Wide Hollow Structure 116 At the Wide Hollow Creek confluence ...........ccccoeeueenee. None +1370 | Unincorporated Areas of
Bypass. Yakima County.
At the Wide Hollow Creek divergence ..........cccccceeen.e. None +1378
Wide Hollow Structure 125 At the Wide Hollow Creek confluence ...........cccceeueee.. None +1430 | Unincorporated Areas of
Bypass. Yakima County.
At the upstream side of Wide Hollow Road ................. None +1438
Wide Hollow Structure 21 By- | At the Ahtanum Creek confluence ...........ccccocvviieinenne None +953 | City of Union Gap, Unin-
pass. corporated Areas of
Yakima County.
At the Wide Hollow Creek divergence ...........ccccccue...e. None +975
Wide Hollow Structure 36 By- | At the Wide Hollow Creek confluence .............cccc..... None +1012 | City of Union Gap.
pass.
At the Wide Hollow Creek divergence None +1016
Wide Hollow Structure 47 By- | At the Wide Hollow Creek confluence None +1045 | City of Union Gap.
pass.
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* Elevation in feet
(NGVD)
+ Elevation in feet
(NAVD)
Flooding source(s) Location of referenced elevation ** # Depthg'r%ﬁ%t above Communities affected
A Elevation in meters
(MSL)
Effective Modified
At the Wide Hollow Creek divergence None +1050
Wide Hollow Structure 86 By- | At the Wide Hollow Creek confluence None +1203 | Unincorporated Areas of
pass. Yakima County.
At the Wide Hollow Creek divergence .........cccccceeunee. None +1217
Wide Hollow Structure 99 By- | At the Wide Hollow Creek confluence None +1264 | Unincorporated Areas of
pass. Yakima County.
At the Wide Hollow Creek divergence ...........cccccceueen.e. None +1280

*National Geodetic Vertical Datum.

+ North American Vertical Datum.

# Depth in feet above ground.

AMean Sea Level, rounded to the nearest 0.1 meter.

**BFEs to be changed include the listed downstream and upstream BFEs, and include BFEs located on the stream reach between the ref-
erenced locations above. Please refer to the revised Flood Insurance Rate Map located at the community map repository (see below) for
exact locations of all BFEs to be changed.

Send comments to Luis Rodriguez, Chief, Engineering Management Branch, Federal Insurance and Mitigation Administration, Federal Emer-
gency Management Agency, 500 C Street, SW., Washington, DC 20472.

ADDRESSES
City of Union Gap
Maps are available for inspection at 102 West Ahtanum Road, Union Gap, WA 98903.
City of Yakima
Maps are available for inspection at 129 North 2nd Street, Yakima, WA 98901.
Unincorporated Areas of Yakima County
Maps are available for inspection at 128 North 2nd Street, Yakima, WA 98901.

Wirt County, West Virginia, and Incorporated Areas

Daley Run ......ccoooviiiiiiiiins Approximately 1,400 feet downstream of County None +610 | Unincorporated Areas of
Route 14/1. Wirt County.
Approximately 500 feet downstream of County Route None +610
14/1.
Little Kanawha River ............. Approximately 1.8 miles downstream of the Hughes None +610 | Unincorporated Areas of
River confluence. Wirt County.
Approximately 4.2 miles downstream of the Hughes None +610
River confluence.
Approximately 1.4 miles downstream of State Route 5 None +623
Approximately 650 feet downstream of State Route 5 None +625
Tucker Creek ......cccccevvrvennene At the Little Kanawha River confluence ....................... None +623 | Unincorporated Areas of
Wirt County.
Approximately 1.1 miles upstream of the Little None +623
Kanawha River confluence.

*National Geodetic Vertical Datum.

+North American Vertical Datum.

# Depth in feet above ground.

AMean Sea Level, rounded to the nearest 0.1 meter.

**BFEs to be changed include the listed downstream and upstream BFEs, and include BFEs located on the stream reach between the ref-
erenced locations above. Please refer to the revised Flood Insurance Rate Map located at the community map repository (see below) for
exact locations of all BFEs to be changed.

Send comments to Luis Rodriguez, Chief, Engineering Management Branch, Federal Insurance and Mitigation Administration, Federal Emer-
gency Management Agency, 500 C Street, SW., Washington, DC 20472.

ADDRESSES

Unincorporated Areas of Wirt County
Maps are available for inspection at the Wirt County Courthouse, Corner Court of Washington Street, Elizabeth, WV 26143.
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(Catalog of Federal Domestic Assistance No.
97.022, “Flood Insurance.”)

Dated: March 30, 2011.
Sandra K. Knight,
Deputy Federal Insurance and Mitigation
Administrator, Mitigation, Department of
Homeland Security, Federal Emergency
Management Agency.
[FR Doc. 2011-8852 Filed 4—12—11; 8:45 am]
BILLING CODE 9110-12-P

DEPARTMENT OF TRANSPORTATION

Federal Motor Carrier Safety
Administration

49 CFR Parts 385, 390, and 395
[Docket No. FMCSA-2010-0167]

RIN 2126-AB20

Electronic On-Board Recorders and

Hours of Service Supporting
Documents

AGENCY: Federal Motor Carrier Safety
Administration (FMCSA), DOT.
ACTION: Notice; request for additional
public comment.

SUMMARY: On February 1, 2011, FMCSA
published a notice of proposed
rulemaking (NPRM), which proposed
that electronic on-board recorders
(EOBR) be required for commercial
motor vehicle (CMV) operators who
must keep records of duty status (RODS)
(EOBR 2). In the EOBR 2 NPRM and in
a predecessor EOBR rulemaking
published on April 5, 2010 (EOBR 1),
the Agency advised that it is required by
statute to ensure that electronic devices
are not used to harass CMV drivers,
although they can be used by motor
carriers to monitor productivity. The
Agency believes it satisfactorily
addressed the statutory requirement in
both its EOBR rulemaking proceedings.
In light of recent litigation challenging
the Agency’s treatment of driver
harassment in EOBR 1, however,
FMCSA wishes to ensure that interested
parties have a full opportunity to
address this issue in the active EOBR 2
rulemaking.

DATES: Comments must be received on
or before May 23, 2011.

ADDRESSES: You may submit comments
identified by the Federal Docket
Management System Number (FDMS) in
the heading of this document by any of
the following methods. Do not submit
the same comments by more than one
method. However, to allow effective
public participation before the comment
period deadline, the Agency encourages
use of the Web site that is listed first.

It will provide the most efficient and

timely method of receiving and
processing your comments.

e Federal eRulemaking Portal: Go to
http://www.regulations.gov. Follow the
online instructions for submitting
comments.

e Fax:1-202—-493-2251.

e Mail: Docket Management Facility;
U.S. Department of Transportation,
Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590—
0001.

e Hand Delivery: Ground floor, Room
W12-140, 1200 New Jersey Avenue, SE.,
Washington, DC, between 9 a.m. and 5
p-m., e.t.,, Monday through Friday,
except Federal holidays.

Instructions: All submissions must
include the Agency name and docket
number for this regulatory action. Note
that all comments received will be
posted without change to http://
www.regulations.gov, including any
personal information provided. Refer to
the Privacy Act heading on http://
www.regulations.gov for further
information.

Privacy Act: Anyone is able to search
the electronic form for all comments
received into any of our dockets by the
name of the individual submitting the
comment (or signing the comment, if
submitted on behalf of an association,
business, labor union, efc.). You may
review the DOT Privacy Act system of
records notice for the FDMS in the
Federal Register published on January
17,2008 (73 FR 3316) at http://
edocket.access.gpo.gov/2008/pdf/E8-
785.pdyf.

FOR FURTHER INFORMATION CONTACT: For
technical issues: Ms. Deborah M.
Freund, Vehicle and Roadside
Operations Division, Office of Bus and
Truck Standards and Operations,
Federal Motor Carrier Safety
Administration, 1200 New Jersey
Avenue, SE., Washington, DC 20590—
0001 or by telephone at (202) 366—5370.
For legal issues: Mr. Charles Fromm,
Assistant Chief Counsel for Enforcement
and Litigation, Federal Motor Carrier
Safety Administration, 1200 New Jersey
Avenue, SE., Washington, DC 20590—
0001 or by telephone at (202) 366—3551.
SUPPLEMENTARY INFORMATION:

Regulatory Background and Authority

On April 5, 2010, the Agency issued
a final rule (EOBR 1) (75 FR 17208) that
provides new technical requirements for
electronic on-board recorders (EOBR).
The EOBR 1 final rule also requires the
limited, remedial use of EOBRs for
motor carriers with significant hours-of-
service (HOS) violations. The EOBR 1
final rule requires a motor carrier found
to have a 10 percent violation rate for

any HOS regulation listed in Appendix
C of 49 CFR part 385 during a single
compliance review to install and use
EOBRs on all of its CMVs for a period
of 2 years. The compliance date for the
rule is June 4, 2012.

Subsequently, on February 1, 2011,
the Agency published an NPRM that
proposed to expand the scope of EOBR
1 to a broader population of motor
carriers (EOBR 2) (76 FR 5537). Under
the EOBR 2 NPRM, within 3 years of the
effective date of the final rule, all motor
carriers currently required to maintain
RODS for HOS recordkeeping would be
required to use EOBRs. In both EOBR
rulemakings, FMCSA explained that
DOT is directed by 49 U.S.C. 31137(a)
to consider driver harassment in
promulgating an EOBR rule. Section
31137(a) provides:

If the Secretary of Transportation
prescribes a regulation about the use of
monitoring devices on commercial motor
vehicles to increase compliance by operators
of the vehicles with hours of service
regulations of the Secretary, the regulation
shall ensure that the devices are not used to
harass vehicle operators. However, the
devices may be used to monitor productivity
of the operators.

Although the Agency is not aware of
any legislative history or case law
concerning 49 U.S.C. 31137(a), FMCSA
assessed this provision in the context of
all existing legal authorities, permissible
productivity monitoring, and related
public comments. Based on these
considerations, the Agency understands
the term “harass” in Section 31137(a) to
refer to harassment of drivers resulting
from invasion of their privacy and has
so interpreted the statutory language.
FMCSA has addressed that pertinent
statutory concern in this context in both
the EOBR 2 NPRM (76 FR at 5552) and
the EOBR 1 final rule (75 FR at 17220—
21).

First, Section 31137(a) expressly
permits use of EOBRs to monitor driver
productivity. As a result, the statute
permits carriers to use the devices for
productivity-related purposes, which
could include maintaining contact with
drivers, monitoring driver progress,
determining delivery and work
schedules, and even requiring drivers to
return to duty, so long as the drivers
would not be put in violation of the
HOS or other regulations. Section
31137(a) also expressly contemplates
the use of monitoring devices to
increase compliance with HOS
regulations. As a result, the statute
permits carriers to use the devices to
monitor when, and for how long, drivers
are in a particular duty status. Although
some drivers might perceive such
monitoring as a form of harassment,
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FMCSA construes Section 31137(a) to
permit these activities, either because
they “monitor productivity,” which is
expressly permitted under the statute, or
because they use an EOBR to “increase
compliance * * * with hours of service
regulations,” and thus are outside the
meaning of “harass” under Section
31137(a).

Second, as FMCSA construes Section
31137(a), the Agency is not required, in
the EOBR rulemakings, to protect
against any and all possible harassment
that is not related to EOBRs. Rather, its
duty is to ensure that the monitoring
devices required by the Agency do not
increase the harassment of drivers, not
to ensure that the devices decrease any
previously-existing potential for driver
harassment that might have occurred in
the absence of such monitoring devices
when paper records were the exclusive
required means of recording and
reporting driver duty status.
Accordingly, in exercising its
obligations under Section 31137(a),
FMCSA may appropriately take into
account all existing authorities
prohibiting potential harassment of
drivers in determining whether the
Agency must enact new protections
against harassment specifically for
monitoring devices.

Other existing regulatory and
statutory provisions already prohibit
carriers from attempting to use EOBRs
to harass drivers for ostensible
productivity reasons that are actually
illegal or illegitimate. For example, 49
CFR 392.3 prohibits motor carriers from
requiring ill or fatigued drivers to drive.
Accordingly, carriers cannot use EOBRs
to monitor a driver’s hours to see if the
driver has driving time remaining, and
then nonetheless force a driver who is
fatigued or ill to return to work.
Similarly, 49 CFR part 395 sets forth
HOS regulations for CMV drivers.
Section 395.3 prohibits a carrier from
permitting or requiring any driver to
violate these regulations. Section 395.8
also subjects a carrier, as well as a
driver, to prosecution for making false
reports of duty status. As a result,
carriers are forbidden from requiring a
driver to manipulate an EOBR to violate
HOS regulations or to use an EOBR to
otherwise violate those regulations.
Further, employer retaliation against a
driver who refused to modify his
accurate HOS records in response to
carrier harassment would be illegal
under 49 U.S.C. 31105(a), which
prohibits retaliation against employees
for filing safety complaints or refusing
to operate vehicles in violation of safety
regulations, based on unsafe vehicle
conditions, or where an employee
accurately reports hours on duty. Thus,

even if the “harassment” contemplated
by Section 31137(a) extended to these
types of scenarios, previously-existing
statutes and regulations already address
these concerns, and the Agency need
not adopt new regulations or limit the
capabilities of EOBRs to mitigate them.
Rather, as explained above, FMCSA
focused its obligations under Section
31137(a) on privacy concerns because
those issues represented potential for
harassment that both arose for the first
time with EOBRs and which were not
addressed by previously-existing
statutes or regulations.

Furthermore, the EOBRs required by
the Agency do not increase the potential
for carriers to harass drivers for
ostensible productivity reasons that are
actually illegal or illegitimate, beyond
the potential that already exists with
paper records. The EOBRs required by
the Agency do not require the
immediate, real-time transmittal of
driver duty status data to carriers, which
might arguably increase the potential for
driver harassment. Rather, under EOBR
1, drivers are required only to submit
their duty status data to carriers within
three days after it is recorded, see 49
CFR 395.16(m), and under EOBR 2
drivers would be subject to the same
requirement. Thus, other than the driver
privacy concerns noted and addressed
by FMCSA, the Agency perceives no
other form of “harassment” under
Section 31137(a) that is implicated by
monitoring devices themselves that
must be addressed by the Agency.
Indeed, commenters to EOBR 1 said that
EOBRs could actually limit carrier
harassment with respect to HOS rules.
These commenters stated that EOBRs
would force carriers that might
otherwise harass drivers by coercing
them to violate HOS rules to
dramatically reduce such practices.
Given the accuracy of EOBRs compared
to paper logs, where such violations
occur, they would be easier to detect
and document to prove employer
harassment.

Third, driver comments submitted to
both the EOBR 1 and EOBR 2 dockets
largely focused on the potential for
harassment in the privacy context. Their
concerns focused primarily on the
potential invasion of privacy by the
government (e.g., vehicle tracking) and
on how data collected would be
safeguarded, used, and disseminated
(e.g., in post-accident litigation or in
personal litigation such as divorce
proceedings).

Based on the factors above, the
Agency has determined that the statute
requires it to protect against privacy
invasion in the EOBR rulemakings. In
its EOBR 1 rulemaking and in the EOBR

2 NPRM, the Agency took specific steps
to ensure that EOBRs are not used to
violate driver privacy or to otherwise
harass drivers in the privacy context.
The Agency also included additional
consideration of this issue in the
Privacy Impact Analysis conducted in
support of each EOBR rulemaking
initiative. For example, the technical
specifications for the devices mandated
in EOBR 1 and proposed for use in
EOBR 2 do not require that an EOBR
track the precise street address or
location of a driver, but that it only
record the nearest city, town or village
and state when it records the driver’s
location (75 FR at 17220 and 76 FR at
5545). And FMCSA requires an EOBR to
record a driver’s location at no more
than 60 minute intervals, having
specifically rejected the “real time” 1-
minute intervals proposed in the EOBR
1 NPRM as potentially invading drivers’
privacy. While devices with such real
time capability are already available on
the market, FMCSA does not read
Section 31137(a) as a mandate to
prohibit motor carriers from voluntarily
using these devices, or their enhanced
functionality. The Agency understands
Section 31137(a) to require FMCSA to
ensure that the devices the Agency itself
requires are not used to harass drivers;
the statute does not require the Agency
to prohibit private parties from
voluntarily adopting technologies that
have capabilities beyond those required
by the Agency-mandated EOBRs. Also,
EOBR 1 does include provisions to
ensure information collected is not
misused. See Privacy Impact
Assessment at 7 (FMCSA—-2004—18940—
1156).

Recently, however, the Owner-
Operator Independent Drivers
Association (OOIDA) challenged the
EOBR I final rule in a lawsuit brought
in the United States Court of Appeals
for the Seventh Circuit. In that case,
Owner-Operator Independent Drivers
Ass’nv. U.S. Dep’t of Transp. (Case No.
10-2340) (7th Cir.), OOIDA raised
several concerns relating to EOBRs and
their potential for harassment. During
oral argument on February 7, 2011, the
Court specifically noted these concerns.

The EOBR 1 rule is a final Agency
action and currently remains under
review by the Seventh Circuit.
Accordingly, it is not subject to further
comment or consideration on
harassment or any other matter. The
Agency believes that it has
appropriately interpreted Section
31137(a) to require the Agency, in the
EOBR rulemakings, to protect drivers
from harassment resulting from invasion
of their privacy. To ensure no
misunderstanding on the issue,
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however, the Agency seeks to maximize
the opportunity for public participation
on harassment by inviting further
comment during the open EOBR 2
rulemaking.

By notice published on March 10,
2011 (76 FR 13121), the Agency has
already extended the public comment
period for the EOBR 2 NPRM to May 23,
2011. The Agency encourages interested
parties to take advantage of this
extended comment period to submit
comment on the issues set forth in this
notice. As indicated in the March 10
extension notice, the Agency will also
accept and consider comments on all
issues within the scope of the NPRM.

Request for Comments: FMCSA
encourages all interested parties to
submit comments, including supporting
data, information or examples, regarding
the use of EOBRs for purposes of driver
harassment. In particular, the Agency
encourages commenters to address the
following:

e Experiences drivers have had
regarding harassment, including
coercion by carriers to evade the HOS
regulations;

e Whether such carrier activity would
be permitted as productivity monitoring
or would be barred by other statutory or
regulatory provisions;

e Whether use of EOBRs would
impact the ability of carriers, shippers,
and other parties to harass or coerce
drivers to violate HOS requirements;

¢ The effectiveness of mechanisms
currently available under 49 CFR 392.3,
49 CFR part 395 and 49 U.S.C. 31105(a)
to protect against carrier coercion; and

e Whether additional regulations or
guidance from FMCSA are necessary to
ensure EOBR devices are not used to
harass vehicle operators.

Issued on: April 7, 2011.
Anne S. Ferro,
Administrator.
[FR Doc. 2011-8789 Filed 4-12—11; 8:45 am]
BILLING CODE 4910-EX-P

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

50 CFR Part 17

[Docket No. FWS-R8-ES-2010-0077; MO
92210-0-0008]

Endangered and Threatened Wildlife
and Plants; 90-Day Finding on a
Petition To List Spring Mountains
Acastus Checkerspot Butterfly as
Endangered

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Notice of 90-day petition
finding.

SUMMARY: We, the U.S. Fish and
Wildlife Service, announce a 90-day
finding on a petition to list the Spring
Mountains acastus checkerspot butterfly
(Chlosyne acastus robusta) as
endangered under the Endangered
Species Act of 1973, as amended (Act).
Based on our review, we find that the
petition presents substantial scientific
or commercial information indicating
that listing the Spring Mountains
acastus checkerspot butterfly as
endangered or threatened may be
warranted. Therefore, with the
publication of this notice, we are
initiating a review of the status of the
species to determine if listing the Spring
Mountains acastus checkerspot butterfly
as endangered or threatened is
warranted. To ensure that this status
review is comprehensive, we are
requesting scientific and commercial
data and other information regarding
this subspecies. Based on the status
review, we will issue a 12-month
finding on the petition, which will
address whether the petitioned action is
warranted, as provided in section
4(b)(3)(B) of the Act.

DATES: To allow us adequate time to
conduct this review, we request that we
receive information on or before June
13, 2011. Please note that if you are
using the Federal eRulemaking Portal
(see ADDRESSES section below), the
deadline for submitting an electronic
comment is Eastern Standard Time on
this date. After June 13, 2011, you must
submit information directly to the
Nevada Fish and Wildlife Office (see
FOR FURTHER INFORMATION CONTACT
section below). Please note that we
might not be able to address or
incorporate information that we receive
after the above requested date.

ADDRESSES: You may submit
information by one of the following
methods:

e Electronically: Go to the Federal
eRulemaking Portal: http://
www.regulations.gov. In the Keyword
box, enter Docket No. FWS—R8-ES—
2010-0077, which is the docket number
for this rulemaking. Then, in the Search
panel on the left side of the screen,
under the Document Type heading,
click on the Proposed Rules link to
locate this document. You may submit
a comment by clicking on “Send a
Comment or Submission.”

e By hard copy: Submit by U.S. mail
or hand-delivery to: Public Comments
Processing, Attn: FWS—-R8-ES-2010-
0077; Division of Policy and Directives
Management; U.S. Fish and Wildlife

Service; 4401 N. Fairfax Drive, MS
2042—-PDM; Arlington, VA 22203.

We will post all information we
receive on http://www.regulations.gov.
This generally means that we will post
any personal information you provide
us (see the Request for Information
section below for more details).

FOR FURTHER INFORMATION CONTACT: Jill
Ralston, Deputy State Supervisor, U.S.
Fish and Wildlife Service, Nevada Fish
and Wildlife Office, 4701 North Torrey
Pines Drive, Las Vegas, NV 89130; by
telephone 702-515-5230; or by
facsimile to 702-515-5231. If you use a
telecommunications device for the deaf
(TDD), please call the Federal
Information Relay Service (FIRS) at
800-877-8339.

SUPPLEMENTARY INFORMATION:
Request for Information

When we make a finding that a
petition presents substantial
information indicating that listing a
species may be warranted, we are
required to promptly review the status
of the species (status review). For the
status review to be complete and based
on the best available scientific and
commercial information, we request
information on the Spring Mountains
acastus checkerspot butterfly from
governmental agencies, Native
American Tribes, the scientific
community, industry, and any other
interested parties. We seek information
on:

(1) The subspecies’ biology, range,
and population trends, including:

(a) Habitat requirements for feeding,
breeding, and sheltering;

(b) Genetics and taxonomy;

(c) Historical and current range,
including distribution patterns;

(d) Historical and current population
levels, and current and projected trends;
and

(e) Past and ongoing conservation
measures for the subspecies, its habitat,
or both.

(2) The factors that are the basis for
making a listing/delisting/downlisting
determination for a species under
section 4(a) of the Endangered Species
Act of 1973, as amended (Act)

(16 U.S.C. 1531 et seq.), which are:

(a) The present or threatened
destruction, modification, or
curtailment of its habitat or range;

(b) Overutilization for commercial,
recreational, scientific, or educational
purposes;

(c) Disease or predation;

(d) The inadequacy of existing
regulatory mechanisms; or

(e) Other natural or manmade factors
affecting its continued existence.
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If, after the status review, we
determine that listing the Spring
Mountains acastus checkerspot butterfly
is warranted, we will propose critical
habitat (see definition in section 3(5)(A)
of the Act), under section 4 of the Act,
to the maximum extent prudent and
determinable at the time we propose to
list the subspecies. Therefore, within
the geographical range currently
occupied by the Spring Mountains
acastus checkerspot butterfly, we
request data and information on:

(1) What may constitute “physical or
biological features essential to the
conservation of the species”;

(2) Where these features are currently
found; and

(3) Whether any of these features may
require special management
considerations or protection.

In addition, we request data and
information on “specific areas outside
the geographical area occupied by the
species” that are “essential to the
conservation of the species.” Please
provide specific comments and
information as to what, if any, critical
habitat you think we should propose for
designation if the subspecies is
proposed for listing, and why such
habitat meets the requirements of
section 4 of the Act.

Please include sufficient information
with your submission (such as scientific
journal articles or other publications) to
allow us to verify any scientific or
commercial information you include.

Submissions merely stating support
for or opposition to the action under
consideration without providing
supporting information, although noted,
will not be considered in making a
determination. Section 4(b)(1)(A) of the
Act directs that determinations as to
whether any species is an endangered or
threatened species must be made “solely
on the basis of the best scientific and
commercial data available.”

You may submit your information
concerning this status review by one of
the methods listed in the ADDRESSES
section. We will not accept comments
sent by e-mail or fax or to an address not
listed in the ADDRESSES section of this
document. If you submit information via
http://www.regulations.gov, your entire
submission—including any personal
identifying information—will be posted
on the Web site. If you submit a
hardcopy that includes personal
identifying information, you may
request at the top of your document that
we withhold this personal identifying
information from public review.
However, we cannot guarantee that we
will be able to do so. We will post all
hardcopy submissions on http://
www.regulations.gov.

Information and supporting
documentation that we received and
used in preparing this finding is
available for you to review at http://
www.regulations.gov, or you may make
an appointment during normal business
hours at the U.S. Fish and Wildlife
Service, Nevada Fish and Wildlife
Office (see FOR FURTHER INFORMATION
CONTACT).

Background

Section 4(b)(3)(A) of the Act requires
that we make a finding on whether a
petition to list, delist, or reclassify a
species presents substantial scientific or
commercial information indicating that
the petitioned action may be warranted.
We are to base this finding on
information provided in the petition,
supporting information submitted with
the petition, and information otherwise
available in our files. To the maximum
extent practicable, we are to make this
finding within 90 days of our receipt of
the petition, and publish our notice of
the finding promptly in the Federal
Register.

Our standard for substantial scientific
or commercial information within the
Code of Federal Regulations (CFR) with
regard to a 90-day petition finding is
“that amount of information that would
lead a reasonable person to believe that
the measure proposed in the petition
may be warranted” (50 CFR 424.14(b)).
If we find that substantial scientific or
commercial information was presented,
we are required to promptly conduct a
species status review, which we
subsequently summarize in our 12-
month finding.

Petition History

On September 18, 2009, we received
a petition, dated September 16, 2009,
from Bruce M. Boyd, requesting that the
Spring Mountains acastus checkerspot
butterfly be listed as endangered under
the Act (Boyd 2009). The petition
clearly identified itself as such and
included the requisite identification
information for the petitioner, as
required by 50 CFR 424.14(a). In a
November 24, 2009, letter to petitioner
Bruce M. Boyd, we responded that we
reviewed the information presented in
the petition and determined that issuing
an emergency regulation temporarily
listing the butterfly under section 4(b)(7)
of the Act was not warranted (Service
2009, p. 1). We also stated that funding
was secured and that we anticipated
making an initial finding in Fiscal Year
2010 as to whether the petition contains
substantial information indicating that
the action may be warranted. This
finding addresses the petition.

Previous Federal Actions

In 1991 and 1994, the U.S. Fish and
Wildlife Service (Service) included the
Spring Mountains acastus checkerspot
butterfly in a compilation of taxa that
were to be reviewed for possible
addition to the Lists of Endangered and
Threatened Wildlife and Plants (56 FR
58804, November 21, 1991; 59 FR
58982, November 15, 1994). In both
years the Spring Mountains acastus
checkerspot butterfly was assigned to a
“Category 2” species. Such a designation
indicated that proposing to list was
possibly appropriate, but additional
information on biological vulnerability
and threats were needed to support the
preparation of a proposed rule. The
trend for Spring Mountains acastus
checkerspot butterfly was described as
“Unknown.” These notices stressed that
species in this category were not
proposed for listing, nor were there any
plans to list unless supporting
information became available.

In the February 28, 1996, Candidate
Notice of Review (61 FR 7595), we
adopted a single category of candidate
species defined as follows: “Those
species for which the Service has on file
sufficient information on biological
vulnerability and threat(s) to support
issuance of a proposed rule to list but
issuance of the proposed rule is
precluded.” In previous Candidate
Notices of Review, species matching
this definition were known as Category
1 candidates for listing. Thus, the
Service no longer considered Category 2
species as candidates and did not
include them in the 1996 or any
subsequent Candidate Notices of
Review. The decision to stop
considering Category 2 species as
candidates was designed to reduce
confusion about the status of these
species and to clarify that we no longer
regarded these species as candidates for
listing.

Species Information

The Spring Mountains acastus
checkerspot butterfly (Chlosyne acastus
robusta) is a subspecies of sagebrush
checkerspot butterfly (Chlosyne acastus)
belonging to the Nymphalidae (brush-
footed butterflies) family. Synonyms of
the genera Chlosyne have included
Charidryas and Thessalia (Opler and
Warren 2003, pp. 35-36). Early
taxonomic assessments of specimens C.
a. robusta ascribed it to C. a.
vallismortis (= C. palla vallismortis;
Austin 1981, p. 71). Later
interpretations suggested that it was
more closely aligned to C. acastus
(Austin 1985, p. 108). Further
evaluations resulted in recognition of
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the Spring Mountains acastus
checkerspot butterfly as a distinct
subspecies (Austin 1998a, p. 576). There
are nine subspecies of sagebrush
checkerspot butterflies described for
North America (Pelham 2008, pp. 379—
380), of which four (C. a. acastus, C. a.
dorothyi, C. a. robusta, and C. a.
neumoegeni) occur in Nevada (Austin
1998b, p. 842).

The Spring Mountains acastus
checkerspot butterfly is known only
from the Spring Mountains in Clark and
Nye Counties, Nevada (Austin 1998a, p.
577), at elevations ranging from
minimums near 1,800 meters (m) to
maximums at 2,700 m (5,900-8,900 feet
(ft); Weiss et al. 1997, p. 17). In low
elevation desert areas adjacent to the
distribution of Spring Mountains
acastus checkerspot butterfly, a similar
looking subspecies, C. a. neumoegeni,
may occur (Austin 1998a, p. 577), and
is likely the nearest subspecies spatially.
The majority of observations and habitat
for the Spring Mountains acastus
checkerspot butterfly occur within the
Spring Mountains National Recreation
Area, which is managed by the U.S.
Department of Agriculture, Forest
Service (hereafter referred to as Forest
Service), Humboldt-Toiyabe National
Forest. However, one colony occurs on
private property bordered by Forest
Service managed lands, and an
incidental observation at another
location has been documented on lands
managed by the U.S. Department of the
Interior, Bureau of Land Management.

Sagebrush checkerspot butterfly
habitat is described as dry washes in
sagebrush-juniper woodland, oak or
mixed conifer woodland, and
streambeds (Opler 1999, p. 199).
Elevations used by Spring Mountains
acastus checkerspot butterfly coincide
with the intergraded upper elevation of
Pinus monophylla—Juniperus
osteosperma (pifiyon-juniper)
communities at 1,250-2,500 m (4,100—
8,200 ft) and the lower elevation Abies
concolor—Pinus ponderosa var.
scopulorum (white fir-ponderosa pine)
communities at 2,000-2,530 m (6,560—
8,300 ft) (Niles and Leary 2007,
pp. 5-6). Open vegetation communities
associated with previous fire
disturbances appear to be the preferred
habitat (Boyd and Austin 2002, p. 5).
Washes and linear features are used
primarily as mating sites during the
flight season (Boyd and Austin 2001, p.
6; Boyd and Austin 2002, p. 5).

Spring Mountains acastus checkerspot
butterfly males may seek females all day
by perching and sometimes patrolling
gulches (Scott 1986, p. 307; Kingsley
2008, pp. 7-8). Males may perch on
several projecting objects in the same

area such as rocks or branches (Scott
1986, pp. 46—47, 307; Kingsley 2008, pp.
4, 7-8). At these sites males behave
territorially by remaining in the same
area and pursuing any other butterflies
or insects that come within a zone of a
few square meters around the male and
continue this behavior towards the
intruding animal until it leaves (Boyd
and Austin 2001, p. 5; Boyd and Austin
2002, p. 5; Kingsley 2008, pp. 4, 7-8).
During a brief flight season (Weiss et al.
1997, pp. 6, 37), females remain at the
site long enough to find a male to mate
with, and then leave the area to oviposit
(Boyd and Austin 2001, p. 6; Boyd and
Austin 2002, p. 5).

The flight season of the Spring
Mountains acastus checkerspot is
between mid-May and mid-July (Weiss
et al. 1997, pp. 6, 37; Austin 1998a, p.
576; Boyd 2004, pp. 1-2), peaking near
the later part of June (Weiss et al. 1997,
Pp- 6, 37; Boyd and Austin 1999, p. 20;
Boyd and Austin 2002, p. 4; Boyd 2004,
p- 8). Distances moved during flight
periods have not been documented,
although Schrier et al. (1976, p. 285)
observed that a related species, the
northern checkerspot butterfly (C.
palla), could move as far as 1.6
kilometers (1 mile). During the flight
season, Spring Mountains acastus
checkerspot adults have been observed
nectaring on Eriodictyon angustifolium
(yerba santa), Heliomeris multiflora var.
nevadensis (= Viguiera multiflora;
Nevada golden-eye), Packera
multilobata (= Senecio multilobatus;
lobeleaf groundsel), unknown
Ceanothus sp. (ceanothus species),
unknown Melilotus sp. (clover species),
Penstemon palmeri (Palmer penstemon),
and an unknown Apocynum sp.
(dogbane species) (Weiss et al. 1995, p.
9; Boyd et al. 20004, p. 6; Jones & Stokes
2007a, p. 4).

Chrysothamnus viscidiflorus has been
documented as a larval host plant (Boyd
and Austin 2002, p. 2; Austin and Leary
2008, p. 99), and according to the
petition, is common and widely
distributed in the range (Boyd 2009, p.
1). Common names used
interchangeably among subspecies of C.
viscidiflorus have included Douglas
rabbitbrush, chamisa, green rabbitbrush,
yellow rabbitbrush, viscid rabbitbrush,
sticky leaved rabbitbrush, downy
rabbitbrush, and narrow leaved
rabbitbrush (Stubbendieck et al. 2003, p.
249; Niles and Leary 2007, p. 19). Three
subspecies of C. viscidiflorus have been
documented in the Spring Mountains,
including C. v. lanceolatus (variously
known as viscid rabbitbrush, sticky
leaved rabbitbrush, and yellow
rabbitbrush), C. v. puberulus (downy
rabbitbrush), and C. v. viscidiflorus

(variously known as viscid rabbitbrush,
sticky leaved rabbitbrush, and narrow
leaved rabbitbrush) (Niles and Leary
2007, p. 19). It is unknown which of
these subspecies of C. viscidiflorus are
used as a larval host by Spring
Mountains acastus checkerspot
butterfly. Of butterfly host plants
described by Weiss et al. (1997, Figure
4), Chrysothamnus viscidiflorus tends to
be found in areas with the lowest
percentages of tree canopy cover (mean
of 17 percent) compared to other host
plant species.

Ericameria nauseosa
(= Chrysothamnus nauseosus, rubber
rabbitbrush) also is suspected of being a
larval host plant (Weiss et al. 1997, p.
6). Boyd and Austin (1999, pp. 20-21)
attempted to feed E. nauseosa to Spring
Mountains acastus checkerspot larvae
unsuccessfully and reported that their
results were inconclusive. However,
they reported that other subspecies of
sagebrush checkerspot butterflies used
Acamptopappus sp. (goldenhead) and
Xylorhiza sp. (woodyaster) as larval host
plants (Austin and Austin 1980, as cited
in Boyd and Austin 1999, p. 21).

Clusters of eggs are laid on the
underside of host leaves and sometimes
on flower buds (Scott 1986, p. 307).
After the eggs hatch, the young larvae
cluster together on leaves or flowers
(Scott 1986, p. 307). Similar to other
members of the subfamily Nymphalinae
and closely related subspecies, Spring
Mountains acastus checkerspot larvae
likely hibernate during the winter and
may diapause [a period of arrested
growth or reduced physiological
activity, commonly induced by a
seasonal change in photoperiod (i.e.,
day-length)] for many months or years
(Scott 1986, pp. 27, 307).

Weiss et al. (1997, p. 2) indicated that
butterfly populations are highly
dynamic, and from year to year,
butterfly distributions can be highly
variable. Butterflies may be restricted to
moist and cool habitats during dry,
warm periods, potentially expanding
their distribution during periods marked
by cooler and moister conditions (Weiss
et al. 1997, pp. 2-3). Some species, such
as the Spring Mountains acastus
checkerspot butterfly, may exist as a
metapopulation within the Spring
Mountains (Weiss et al. 1997, p. 3). If
this is the case, maintenance of
dispersal corridors and unoccupied
habitats is an important management
consideration (Weiss et al. 1997, p. 3).

The Spring Mountains acastus
checkerspot butterfly occurs throughout
the Spring Mountains and has been
observed in 17 areas (Table 1). However,
the number of occupied areas reported
in past studies varies (12 occupied areas
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were reported in Boyd and Austin 1999,
p- 20) based on how observations are
spatially grouped. Four of these areas
(Trough Spring, Kyle Canyon, Griffith
Peak Trail/Harris Spring Road/Harris
Mountain Road, and Potosi Mountain/
Mt. Potosi/Boy Scout Camp) are referred

to interchangeably as colonies or
population sites (Boyd & Austin 1999,
PP- 9, 20-21; Boyd and Austin 2002, pp.
5, 13; Boyd 2004, pp. 2-3). Currently,
only four colonies are known to exist.
However, the increased existence of
incidental sighting areas and the

potential subsequent dispersal of
individuals may indicate the presence
of additional unknown colonies (Boyd
and Austin 1999, pp. 60-61; Boyd et al.
2000, p. 10) (Table 1).

TABLE 1—AREAS WHERE SPRING MOUNTAINS ACASTUS CHECKERSPOT OBSERVATIONS HAVE BEEN DOCUMENTED
[Areas ordered to begin with the most northern and end with the most southern]

: First year

Observation area obse?lved
S 14 1T TP 1983.
Big Timber Spring ...... 1995 or before.
Wheeler Pass Road ... 1987.
Trough SPring™ ..oovecereeereeese e 2001.
McFarland Spring/Whisky Spring/Camp Bonanza ... 2003.
Willow Spring/Willow Creek .......ccccoveevvereeivenenieennens 1979.
Clark Canyon .........cccocoeeeenenne. 1994.
Foxtail Canyon .........ccccceeuene 1998.
Deer Creek & Picnic Area ........cccccvevcveeneenne. 1965.
Deer Creek Road (Telephone Canyon side) .. 1981 or 87.
Kyle Canyon—Ilower ..........ccccviiiiiiieennnnen. 1996 or before.
KYIE CanYON—MIAAIE * ...ttt ettt ettt a et e et e e e e a e e s e e b e e s e e R e e R E £ e e e eR e ae e ARt aR e R e e e Rt R e e e Rt e e r e e e nn e nne s 1950.
LT LI 0= o] g e o] =T PP 1987.
Griffith Peak Trail/Harris Spring Road/Harris Mountain Road * ... 1990.
C0al SPHING ..oeieiiiiiie s 1992.
Switchback Spring ........cccoovveiiniininceeee 2003.
Potosi Mountain/Mt. Potosi/Boy SCOUE CamMP ™ ......ocuiiiiiiiiiii e e s s sa e s s 1995.

* Asterisk indicates a colony. Colonies are isolated populations (Scott 1986, p. 108) based on mate locating behavior (Boyd and Austin 2002,
p. 5; Boyd 2009, p. 1) of one or more males observed over a period of time and represent more than one incidental observation or sighting.
Sources: Weiss et al. 1995, pp. 4 and 19; Weiss et al. 1997, pp. 6-7, 47; Boyd and Austin 1999, pp. 19-21; Boyd 2004, pp. 2-3; Nevada Nat-

ural Heritage Program 2009.

A colony is “a local, isolated
population” (Scott 1986, p. 108). Past
researchers defined colonies of Spring
Mountains acastus checkerspot
butterflies based on the mate locating
behavior of males, also referred to as
mate locating sites (Boyd and Austin
2002, p. 5; Boyd 2009, p. 1). The
remaining 13 areas are referred to as
incidental observations or sighting areas
(Boyd and Austin 2001, p. 2; Boyd and
Austin 2002, p. 3; Boyd 2004, p. 3),
where intermittent observations of a few
butterflies were recorded at a location.
The areas where the Spring Mountains
acastus checkerspot butterfly has been
observed in a colony or sighting area
represent the overall known population
of the subspecies.

The largest known colony occurs at
Griffith Peak Trail/Harris Spring Road/
Harris Mountain Road, and was first
documented as a sighting area in 1990
and later described as a potential colony
in 1999 (Boyd and Austin 1999, p. 20).
The Trough Spring colony was first
identified in 2001 (Boyd and Austin
2002, p. 5). Boyd (2004, p. 3) stated that
a single male observed at Willow
Spring/Willow Creek in 2003 may have
dispersed from Trough Spring or
another unknown colony, due to its not
being sighted in the area since the
1980s. The Spring Mountains acastus

checkerspot butterfly was first
documented at Potosi Mountain/Mt.
Potosi/Boy Scout Camp in 1995 (Weiss
et al. 1995, p. 6), and was described as
a colony for the first time in 2000 (Boyd
et al. 20004, p. 4).

DataSmiths (2007, p. 17) concluded
that absence of adults at a site does not
necessarily equate to ephemeral
occupation or extirpation. Observations
in areas reported for the Spring
Mountains acastus checkerspot butterfly
illustrate this. Boyd et al. (2000a, p. 4)
searched 17 areas for the Spring
Mountains acastus checkerspot butterfly
in 1999; these 17 areas consisted of 8
historical and 9 potential sites. Spring
Mountains acastus checkerspot
butterflies were observed at five of the
eight historical sites visited and two of
these were described as potential new
colonies. In later reports of surveys
occurring in 2003, the Spring Mountains
acastus checkerspot butterfly was
observed again in the Willow Spring/
Willow Creek area (Boyd 2004, pp. 2—
3), where it was not observed during
surveys in 1999 (Boyd and Austin 1999,
p- 98-Table 7). Similarly, in 2003, the
Spring Mountains acastus checkerspot
butterfly also was observed in the
McFarland Spring/Whisky Spring/Camp
Bonanza area for the first time (Boyd
2004, p. 2), even though it was not

observed there during previous surveys
in 1998 (Boyd and Austin 1999, p. 104—
Table 12). These examples demonstrate
that not seeing individuals at a site
during surveys does not necessarily
equate with extirpation because adult
surveys will not detect diapausing (in a
physiological state of dormancy) larvae,
and short adult flight periods coupled
with low numbers may drastically
reduce the likelihood of observing
Spring Mountains acastus checkerspot
butterflies.

Yearly population variation of the
Spring Mountains acastus checkerspot
butterfly also is expressed by variation
in the numbers of observed individuals
during repeat surveys at the same
location (Table 2). At the Griffith Peak
Trail/Harris Spring Road/Harris
Mountain Road site, surveys from 2000
and 2001 revealed that the highest total
number of individuals observed on a
single day increased from 19 to 104. In
2003, the highest number observed on a
single day at the same site decreased to
27.In a 2006 interview with the
petitioner, Boyd reported that the
Spring Mountains acastus checkerspot
butterfly had “done better” than other
endemic species and had “good
numbers” at Griffith Peak Trail/Harris
Spring Road/Harris Mountain Road
(Boyd 2006, pers. comm.), as well as at
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Potosi Mountain/Mt. Potosi/Boy Scout
Camp (Boyd 2006, p. 2). At locations
where it was observed in 2006, the
petition states that the butterfly
appeared to be in “appropriate” numbers

(Boyd 2006, p. 2). These observations
support the conclusions of Weiss et al.
(1997, p. 2) of highly dynamic butterfly
populations where observations may
occur periodically throughout a species’

range, and populations at colony sites
may fluctuate as indicated by
monitoring counts.

TABLE 2—SUMMARY OF MONITORING RESULTS OF SPRING MOUNTAINS ACASTUS CHECKERSPOT BUTTERFLY AT THREE

COLONY SITES

Year 1999 2000 2001 2002 2003 2006 2007 2008
Kyle Canyon (middle):
Highest #/day .......cccccoveriininiiiceece, 4.
Highest # male/day .........cccccovvvrnevnenenne. 4.
Highest # female/day ... 0.
# Visits ..o 8.
Peak date(s) ......cccoevvmriiiiiiiiieieee June 21 .. | June 13 June 24.
& 30. & 21.
Griffith Peak Trail/Harris Spring Road/Harris
Mountain Road:
Highest #/day .......cccooveriininiiiciecnce, 27.
Highest # male/day ...... 17.
Highest # female/day ... 10.
# Visits ..o 4.
Peak date .........ccociiiiiiiiii June 29.
Trough Spring:
Highest #/day .......cccooveriininiiiciecnce, 41.
Highest # male/day ...... 40.
Highest # female/day ... 3.
# Visits ... 5.
Peak date .........ccociiiiiiiiii June 18 .. | June 1.

Sources: (Boyd 2004, p. 8; Jones and Stokes 2007a, p. 4; Jones and Stokes 2007b, p. 3; Kingsley 2008, p. 3).

Evaluation of Information for This
Finding

Section 4 of the Act (16 U.S.C. 1533)
and its implementing regulations at 50
CFR 424 set forth the procedures for
adding a species to, or removing a
species from, the Federal Lists of
Endangered and Threatened Wildlife
and Plants. A species may be
determined to be an endangered or
threatened species due to one or more
of the five factors described in section
4(a)(1) of the Act:

(A) The present or threatened
destruction, modification, or
curtailment of its habitat or range;

(B) Overutilization for commercial,
recreational, scientific, or educational
purposes;

(C) Disease or predation;

(D) The inadequacy of existing
regulatory mechanisms; or

(E) Other natural or manmade factors
affecting its continued existence.

In considering what factors might
constitute threats, we must look beyond
the exposure of the species to a
particular factor to evaluate whether the
species may respond to that factor in a
way that causes actual impacts to the
species. If there is exposure to a factor
and the species responds negatively, the
factor may be a threat and we attempt
to determine how significant a threat it
is. The threat may be significant if it
drives, or contributes to, the risk of

extinction of the species such that the
species may warrant listing as
endangered or threatened as those terms
are defined by the Act. The
identification of factors that could
impact a species negatively may not be
sufficient to compel a finding that
substantial information has been
presented suggesting that listing may be
warranted. The information should
contain evidence or the reasonable
extrapolation that any factor(s) may be
an operative threat that acts on the
species to the point that the species may
meet the definition of endangered or
threatened under the Act.

In making this 90-day finding, we
evaluated whether information
regarding the threats to the Spring
Mountains acastus checkerspot
butterfly, as presented in the petition
and other information available in our
files, is substantial, thereby indicating
that the petitioned action may be
warranted. Our evaluation of this
information is presented below.

For Factors A and E, we provide a
discussion of our evaluation for each of
the four known colonies. In addition, for
Factor A, we discuss threats as they
relate to all colonies. For Factors B, C,
and D, we provide a discussion of our
evaluation for the entire subspecies.

A. The Present or Threatened
Destruction, Modification, or
Curtailment of Its Habitat or Range

Information Provided in the Petition
Concerning All Sites

The petition states that the overall
numbers of all “covered” butterfly
species in the Spring Mountains are
declining, as seen with Plebejus
(= Icaricia) shasta charlestonensis
(Mt. Charleston blue butterfly).
Specifically, the petition states that
declines became apparent by 2005 and
were exacerbated during the 2006, 2007,
and 2008 seasons (Boyd 2009, p. 2). No
data were reported for the 2009 season.

In addition, the petition noted several
conservation agreements or plans exist
to conserve the subspecies; however,
few of the obligations documented in
these agreements and plans have been
met. The petitioner also states that
monitoring requirements outlined in
these agreements or plans were
abandoned after 2003 (Boyd 2009, pp.
1-2).

Evaluation of Information Provided in
the Petition and Available in Service
Files Concerning All Sites

Between 1998 and 2002, butterfly
monitoring occurred throughout the
Spring Mountains (Boyd and Austin
1999, pp. 1-77; Boyd et al. 2000a, pp.
1-24; Boyd et al. 2000b, pp. 1-8; Boyd
and Austin 2001, pp. 1-15; Boyd and
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Austin 2002, pp. 1-15; Dewberry et al.
2002, pp. 1-16; Boyd 2004, pp. 1-10).
Butterfly numbers fluctuated between
and within sites during this time (see
Table 2 above). Many unknown
elements exist pertaining to the
petitioner’s site visits including: (1)
Survey protocol standards, (2) number
of visits, (3) timing of visits, and (4)
weather conditions during the visits.
Since 2003, inventory efforts primarily
have occurred where proposed activities
may affect the subspecies (DataSmiths
2007, pp. 1-31; Forest Service 2007a,
pp. 1-9; Forest Service 2007b, pp. 1-57;
Jones and Stokes 2007a pp. 1-73; Jones
and Stokes pp. 2007b 1-50; Kingsley
2008, pp. 1-18). Such project-specific
monitoring assists in determining
potential project impacts. Monitoring
for populations and habitats of Spring
Mountains acastus checkerspot butterfly
has occurred purposefully, but
intermittently, with different levels of
effort, at various locations throughout
its range. These differences and
inconsistencies in monitoring make it
difficult to determine the cause-and-
effect relationships associated with
activities that may affect the Spring
Mountains acastus checkerspot butterfly
(see Factor E discussion below for
information on butterfly population
trends in general).

The Spring Mountains acastus
checkerspot butterfly is included in a
1998 Conservation Agreement for the
Spring Mountains National Recreation
Area (Conservation Agreement) to
facilitate cooperation among the parties
(U.S. Forest Service, U.S. Fish and
Wildlife Service, and State of Nevada
Department of Conservation and Natural
Resources) in providing long-term
protection for the rare and sensitive
flora and fauna of the Spring Mountains
(Forest Service 1998). The Conservation
Agreement describes voluntary
conservation actions (described below)
for the butterfly on lands within the
Forest Service’s jurisdiction (Forest
Service 1998, pp. 44—49); these
voluntary conservation actions were
intended to protect the subspecies and
its habitat. Those actions include
research, inventory, and monitoring.
The petition states that very few of the
conservation actions in the
Conservation Agreement have been
completed and that monitoring of sites
was abandoned in 2003 (Boyd 2009, p.
2). The conservation actions outlined in
the Conservation Agreement were to be
carried out within a 5-year period
between 1998 and 2002 (Forest Service
1998, p. 28). Between 1998 and 2002,
butterfly monitoring occurred
throughout the Spring Mountains (Boyd

and Austin 1999; Boyd et al. 2000a;
Boyd et al. 2000b; Boyd and Austin
2001; Boyd and Austin 2002; Dewberry
et al. 2002; Boyd 2004). The frequency,
intensity, and extent of monitoring have
varied since 2003.

The Spring Mountains acastus
checkerspot butterfly is a covered
species under the Clark County Multiple
Species Habitat Conservation Plan
(MSHCP). The Clark County MSHCP
identifies two goals for the Spring
Mountains acastus checkerspot: (a)
“Maintain stable or increasing
population numbers and host and larval
plant species”; and (b) “No net
unmitigated loss of larval host plant or
nectar plant species habitat” (RECON
2000a, Table 2.5, pp. 2-154; RECON
2000b, pp. B162-B164). The Forest
Service is one of several signatories on
the Implementing Agreement for the
Clark County MSHCP because many of
the activities from the 1998
Conservation Agreement were
incorporated into the MSHCP.
Primarily, activities undertaken by the
Forest Service focused on conducting
surveys and monitoring for butterflies.
Although the Forest Service, Clark
County, and the Service contracted
some surveys and monitoring (see
above), a butterfly monitoring plan was
not fully implemented. The lack of
inventory or monitoring does not
directly correlate to any threat to the
Spring Mountains acastus checkerspot
butterfly or its habitat. However,
monitoring population status may assist
with identifying potential responses to
threats.

In 2004, the Forest Service and the
Service entered into a voluntary
memorandum of agreement (MOA) to
establish an interagency commitment to
early communication, coordination, and
conferencing to guide project
development on Forest Service lands
that provide habitat for the Spring
Mountains acastus checkerspot butterfly
(Forest Service and Service 2004, p. 1).
This MOA is intended to ensure that
forest activities are designed to reduce
impacts to listed species under
conservation agreements or habitat
conservation plans (Forest Service and
Service 2004, p. 4).

In 2007, a survey protocol was
prepared to survey or inventory
butterflies of concern at sites subject to
Forest Service management (Forest
Service et al. 2007, p. 1). The butterfly
inventory techniques, of assessing
habitat and walking survey transects,
were utilized to maximize the
possibility of encountering targeted
adult butterflies (Forest Service et al.
2007, p. 1). Monitoring of the Spring
Mountains acastus checkerspot butterfly

has occurred where activities may
potentially affect the subspecies and its
habitat (e.g., DataSmiths 2007; Forest
Service 2007a; Forest Service
2007b;Jones and Stokes 2007a; Jones
and Stokes 2007b; Kingsley 2008), but it
is unclear which conservation actions
have taken place since 2003.

Information Provided in the Petition
Concerning the Kyle Canyon (Middle)
Colony Site

The petition notes that when this site
has been surveyed, adults of both sexes
of the Spring Mountains acastus
checkerspot butterfly are consistently
present, but that the numbers of
individuals found are low (Boyd 2009,
p- 3). The petitioners assert that threats
at the Kyle Canyon (middle) colony
include highway modifications
(expansions, grading, and wash
realignments), power line maintenance,
fuels reduction or treatment projects,
and equestrian and vehicle traffic (Boyd
2009, p. 3). The petition also notes
(Boyd 2009, p. 3) plans for a large Forest
Service visitor’s complex at the site of
a former golf course, and construction of
a hiking trail. The proposed hiking trail
was asserted to traverse the length of the
breeding site (Boyd 2009, p. 3).

Evaluation of Information Provided in
the Petition and Available in Service
Files Concerning the Kyle Canyon
(Middle) Colony Site

Information in Service files suggests
that this colony site is small relative to
the other colonies, but likely stable (see
Table 1 above). Individuals have been
found every season the site is surveyed,
and the numbers of individuals found
during surveys are consistently low. The
petition states that this population has
been declining since the late 1990s, but
the data we have available indicate that
the numbers at this site are low every
year (see Table 2 above).

We have no additional recent
information in our files concerning
threats from highway modifications
(expansions, grading, and wash
realignments), power line maintenance,
and equestrian and vehicle traffic. Our
files contain a 1999 report (Boyd and
Austin 1999, p. 59) that lists a number
of habitat-related factors that could
adversely affect the Spring Mountains
acastus checkerspot butterfly in the Kyle
Canyon area including grading, sod
dumping, large vehicle occurrence as
indicated by tracks, and clearing.
Neither the 1999 report nor the petition
provides any information or supporting
references that characterize the scope,
immediacy, and intensity of any of these
potential stressors.
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Our files contain information on both
the beneficial and negative impacts of
recent fuels reduction projects. Fuels
reduction projects are designed to
reduce the volume and cover of woody
vegetation. Some potential negative
impacts of fuels reduction projects
include the crushing of larvae,
reductions in larval host plants or adult
nectar plants, and reductions in the
number of male perching or mate
location sites. The most recent fuels
reduction project is the Spring
Mountains National Recreation Area
Hazardous Fuels Reduction Project
(Forest Service 2007a, pp. 1-9; Forest
Service 2007b, pp. 1-57). Design criteria
outlined in the environmental
assessment for this project (Forest
Service 2007b, Appendix B Design
Criteria W5, W6, W7, and M1) were
developed to address impacts to the
Spring Mountains acastus checkerspot
and other butterflies included in the
Conservation Agreement, and provided
for surveys of butterflies and habitat,
habitat mapping, abstaining from any
host plant removal in core colonies,
avoidance of host plants, minimization
of disturbance by using manual
methods, monitoring during
implementation, and post-project
monitoring of butterflies and their
habitat. The Forest Service began
implementation of the Spring
Mountains Hazardous Fuels Reduction
Project in 2008, including employment
of associated design criteria and
conservation measures. A monitoring
program is underway to assess the
impacts and benefits to butterfly host
plants.

The information indicates that fuels
treatment projects can have short-term,
negative impacts to habitat and
individuals, or loss of viability (Forest
Service 2007a, pp. 18, 22-23). Even
though the impact duration is short-
term, given the small documented
population at the Kyle Canyon (middle)
site, any short-term, negative impact
could be a threat to this colony (see
Table 2 above).

Fuels treatment projects may be
beneficial to habitat and individuals by
reducing the risk of wildfire in the
localized areas where the Spring
Mountains acastus checkerspot butterfly
occurs. Over the long term, fuels
reductions may improve habitat by
increasing nectar and host plant
availability. Studies of treatments in
other areas of piiyon-juniper showed
correlated increases of nectar plants,
host plants, and butterflies (Koniak
1985, p. 559; Kleintjes et al. 2004, pp.
235-236). The one known larval host,
green rabbitbrush, re-sprouts or invades
vigorously after fires or other

disturbances (Koniak 1985, p. 559). The
Spring Mountains acastus checkerspot
butterfly could benefit from fuels
treatment activities after a period of
time as the treatments improve nectar or
host plant availability.

Information in our files confirms
plans for a visitor center and associated
trail, but does not indicate that these
projects will have a significant negative
impact on the Spring Mountains acastus
checkerspot butterfly. Design criteria
and measures were incorporated into
the project, specifically into the design
of a hiking trail in or along Kyle Canyon
Wash, to prevent and minimize impacts
to the Spring Mountains acastus
checkerspot butterfly (Forest Service
2009, pp. 4-5). These criteria and
measures include employing
construction techniques to avoid or
minimize temporary disturbance
through known Spring Mountains
acastus checkerspot butterfly breeding
areas, prohibit construction of Kyle
Canyon Wash Trail and buried utilities
from early May to mid-July (to avoid the
butterfly’s flight season), erect
temporary construction fencing along
the proposed construction limits of
planned improvements prior to any
ground-disturbing activities, require the
contractor to contain all construction
activities within the approved
construction limits, maintain temporary
fencing until notified by the Contracting
Officer, collect native seed from
appropriate larval host and nectar plants
and revegetate temporary construction
disturbance areas following completion
of construction, implement construction
dust control measures to minimize
impacts to blooming nectar plant
populations, reduce off-trail use in
documented Spring Mountains acastus
checkerspot breeding/mate selection
areas, and construct a fence/barrier
adjacent to the newly constructed trail
in Kyle Canyon Wash. When the project
is implemented in 2011, or later, the
incorporated design criteria and
measures should avoid or limit impacts
to the Spring Mountains acastus
checkerspot butterfly in Kyle Canyon
Wash. Any impacts to the Spring
Mountains acastus checkerspot butterfly
in Kyle Canyon Wash are anticipated to
be minor, and negligible to the overall
population of the subspecies at this site.

Information Provided in the Petition
Concerning the Potosi Mountain/Mt.
Potosi/Boy Scout Camp Colony Site

The petition asserts that a 2007 fuels
reduction project stacked cut waste
more than a meter high along and on
both sides of the dirt road at this site,
effectively blocking all male perching/
mate locating sites (Boyd 2009, p. 3).

Evaluation of Information Provided in
the Petition and Available in Service
Files Concerning the Potosi Mountain/
Mt. Potosi/Boy Scout Camp Colony Site

We have no information in our files
to dispute or support the assertion that
blocking has occurred or could threaten
the Spring Mountains acastus
checkerspot butterfly at this colony site.
We interpret the term “blocked” to mean
obstruction of male perching/mate
locating sites as a result of these areas
being covered by debris. There is no
information in our files to determine if,
or to what extent, the alleged blocking
of male perching sites is still occurring
at this site. Though the numbers of sites
available for perching by males may be
reduced temporarily if cut waste is piled
for later treatment (commonly chipping
or burning), other sites may be available,
as the Spring Mountains acastus
checkerspot butterfly has been observed
using multiple perch sites during mate
locating (Kingsley 2008, pp. 4, 7-8).

As noted above, fuels reduction
projects may have a short-term, negative
impact by reducing the number of male
perching/mate locating sites. The
petition provided no population
estimates for this colony, nor do we
have any information in our files
regarding population estimates for this
colony. However, the petition states that
individuals of both sexes were found at
the site in 2006, but no individuals were
found during the 2007 flight season
(Boyd 2009, p. 3). No surveys have been
completed since 2007.

Information Provided in the Petition
Concerning the Griffith Peak Trail/
Harris Spring Road/Harris Mountain
Road Colony Site

The petition states that there is no
immediate threat to habitat or range, as
a whole, at this site (Boyd 2009, pp.
3—-4).

Evaluation of Information Provided in
the Petition and Available in Service
Files Concerning the Griffith Peak Trail/
Harris Spring Road/Harris Mountain
Road Colony Site

We have no additional information on
threats to the Spring Mountai